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RESEARCH AS DEVELOPMENT 


Chapter | 


INTERNATIONAL COLLABORATIVE 
RESEARCH IN BIOMEDICINE 


A Form of Development? 


On March 18, 2009, a workshop took place in the Faculty of Medicine of 
the University of Colombo in Sri Lanka. Under the watchful portraits of fac- 
ulty deans and other eminent physicians extending back to colonial times, a 
group of some fifty doctors, ethicists, and social scientists came together to 
consider the ethics of international collaboration in biomedical research. The 
event took place against a backdrop of growing interest in the engagement 
of local researchers with international partners. Specifically it was concerned 
with the way that these engagements were taking shape in the form of in- 
ternationally sponsored clinical trials. 

The Colombo workshop occurred during the early stages of the ethno- 
graphic research on which this book is based. The International Science 
and Bioethics Collaboration (ISBC) project, of which we, the authors, were a 
part, had set out to study the complex entanglement of research, ethics, and 
collaboration with the broader questions of scientific and economic devel- 
opment.! Back in 2009 we were able to work with staff of the Faculty of 
Medicine of the University of Colombo (specifically the Human Genetics 
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Unit and the faculty’s Ethics Review Committee) to organize the event. 
Furthermore, we were able to run it as a pre-congress workshop of the Sri 
Lanka Medical Association’s 122nd Annual Scientific Sessions. This event 
proved to be a crucial introduction to the field of biomedical research, col- 
laboration, and bioethics that we had set out to study. 

The day began, as is customary, with an “inauguration.” A panel com- 
prising the president of the Sri Lanka Medical Association, the chair of the 
Ethics Committee of the Sri Lanka Medical Association, and both the chair 
of the Ethics Committee and the dean of the Colombo Faculty of Medicine 
gave their welcomes and good wishes to the assembled audience. The speeches 
were brief yet gave significant recognition and endorsement to the day’s busi- 
ness. As if to capture yet further the gravitas of the place and the people as- 
sembled, certificates were given out to students who had recently qualified 
in an ethics course. The course, entitled “Ethical and Regulatory Aspects of 
Clinical Research,” had been run by the Bioethics Department of the U.S. 
National Institutes of Health by remote link from Maryland. The linkage 
with the Annual Scientific Sessions and the presence of several key people 
from the world of ethics and medicine in Sri Lanka marked the event as 
one of considerable importance. A photographer was on hand to capture the 
assembled personnel in a group photograph. 

The event was made to appear as a simple extension of custom and tradi- 
tion, but the events of the day highlighted something more than that: a 
growing interest in and concern about ethics and international science 
collaboration. Among other things, the discussions that took place made 
it clear that the basic conceptual vocabulary of “research,” “ethics,” and 


“collaboration” 


and the ends to which these are put—are far from stable. 
Rather they are fluid, contested, and contingent concepts. A primary aim of 
this book is to describe this conceptual instability in context so that we may 
understand just what is at stake for bioethics in the turbulence that is intro- 
duced when researchers collaborate in order to carry out clinical trials. In- 
deed, the engagement with foreign researchers and funding sources was no 
simple matter of importing research, ethics, and collaboration; rather, it 
resonated strongly with broader questions of culture, politics, and questions 
of development. 

The Colombo workshop was the first of several that were held across Asia. 
They featured as part of our public engagement plans as specified in our orig- 


inal proposal to the project’s funder, the United Kingdom’s Economic and 
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Social Research Council. The workshops were an important opportunity for 
us to engage with the stakeholders who might be considered our end users— 
or, in more recent parlance, those on whom our research might have an im- 
pact. The workshops were in many respects a signal of our collaborative 
intent. As such, the Colombo event was extremely useful in establishing vis- 
ibility for our research among Sri Lankan biomedical researchers, and it also 
provided us with insights into a very public form of reasoning: it was, so to 
speak, an exercise of the collective ethical imagination. 

We were quickly drawn into the processes of interpretation, questioning, 
negotiation, and guesswork that go on behind and in response to the more 
categorical and authoritative assertions that are featured in the protocols and 
guidelines that govern the ethics of international collaborations. We had, 
without really realizing it at the time, set up what George Marcus (2000) has 
called a para-site, a participatory space in which a variety of discursive and 
interdisciplinary interactions can unfold. This particular para-site might be 
said to have successfully captured subjects in a reflective mode. Equally, how- 
ever, it also captured ourselves as researchers as an object of their gaze. In 
this mutual subjectification, there were not two networks but one, which 
met around a common interest in the interface between science, ethics, and 
society. 

Once the pleasantries were over, the chairman opened by directing us to 
the day’s agenda. The title of the opening presentation from Bob Simpson 
raised a question: Why Should We Be Concerned about the Ethics of Inter- 
national Collaboration?” The presentation pointed out the current ubiquity 
of collaboration in biomedicine and the growing complexities that are inher- 
ent in relationships that span north-south divides, such as in relation to re- 
search funding, benefit-sharing, double-standards, differing standards, and 
the way that cultural differences are appropriated, factored into, or ignored 
in the ethical evaluation of research. This presentation was followed by a re- 
sponse from the chair of the ethics committee of the Colombo Medical Fac- 
ulty, who made it extremely clear why there should be concern about the 
ethics of international collaboration. As chair of one of the busiest ethics 
committees in Sri Lanka, he described the committee and its members as 
carrying a heavy responsibility when it comes to deciding on the ethics of 
research that originates outside Sri Lanka but is conducted within. It was 
clear from his presentation that decisions made by the committee are not sim- 


ply about the ethics of human subject research but entail complex judgments 
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on issues ranging from the scientific validity of the research through to its 
potential social benefits (what these might look like and how much, or little, 
is acceptable). The simple model of a researcher performing research on a 
human subject that might result in harm or detriment is replaced with a 
much more complicated picture in which developing-world researchers 


themselves might fall prey to exploitation—and, indeed, find themselves 


doing the exploiting on behalf of others. 

The difficulty effecting any simple framing of ethics in biomedical re- 
search in a setting such as Sri Lanka was illustrated rather starkly in a 
reflection on the dictionary definitions of the word “collaboration”? as 
presented by the chair of the Ethics Committee. He gave two readings 
of collaboration. In the first definition—“to work with others on a joint 
project”—collaboration is presented as unproblematic and in many respects 
a self-evident activity for people to do. As such, it sits comfortably with the 
ubiquitous language of partnership, participation, multidisciplinary and in- 
terdisciplinary teams, and the hoped-for synergies that these engagements 
will bring. Drawing on multiple perspectives in a flat, nonhierarchical way 
is believed to offer a promise of added value; collaboration brings more 
robust knowledge, better solutions to existing problems, and deeper in- 
sights into future ones, with a heightened impetus to form positive, produc- 
tive, and effective relationships (Nowotny, Scott, and Gibbons 2001; Strathern 
2005, 2012). This was the first meaning of collaboration presented to the 
group, which conveyed what we might think of as the warm themes of col- 
laboration. 

However, as the chair’s second definition made clear, the word collabora- 
tion also has its cooler themes: “to cooperate as a traitor, especially with an 
enemy occupying one’s own country.” This inflection of collaboration was 
broached at several points during the meeting as the participants reflected 
on the negative reciprocity that collaboration might entail. This is hardly sur- 
prising given that international collaborations often take place across major 
differentials of power, knowledge, and resources. Working across such dif- 
ferentials ushers in the possibility that collaboration will result in extraction 
and exploitation. Thus, although the positive desire for engagement with 
global research networks and institutions is widely in evidence, it is also the 
case that such collaborations invite anxieties and concerns about the motives 
of foreign researchers. These anxieties are easily transferred to the local re- 


searchers who work with them. In this reading, collaboration rouses suspi- 
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cions of traitorous collusion with an enemy oppressor and a rejection of ex- 
pected morals and values in the process. 

The chair of the Colombo Medical Faculty’s Ethics Committee put 
before the audience images depicting the fate of those who worked for the 
Nazis in France during World War II. To a backdrop of pictures of 
“collaborators”—stripped, with shaven heads—he expressed concerns that 
he and his colleagues could find themselves cast as this kind of collaborator. 
He spoke of the pressures of “getting things right” and the risk of public vili- 
fication should they approve, albeit in good faith, international projects that 
others see as ethically flawed. 

The choice of visual references from World War II is an illustration of 
collaboration in its problematic forms, but it is revealing at another level as 
well. It is a poignant reminder of the way that fascism in Europe was also 
the source of other important genealogies of images and ideas. Of relevance 
here are the Nuremberg trials, in which Nazi doctors were prosecuted for 
medical research abuses committed in concentration camps. Out of these 
trials came the regulatory guidelines for ethical research that became known 
as the Declaration of Helsinki, which subsequently became the foundational 
charter of contemporary bioethics. Significantly, the genealogy of bioethics 
chosen by the chair of the Ethics Committee had been generated in Europe 
rather than closer to home. Indeed, what our preliminary workshop made 
abundantly clear was that, when it comes to the ethics of international col- 
laboration in research, there are rhetorical moves that set out distinctions re- 
garding what should and should not be incorporated locally when it comes 
to practices and values. In short, outlines were being drawn of what a “Sri 
Lankan research culture” might be, and, more importantly, what it should 
not be. 

In the politeness afforded by abstraction, everybody at the workshop 
seemed to agree on the problem: unethical research practices. Conversations 
were mostly amicable and aimed at consensus. Yet there were also points at 
which tensions surfaced. How should the unethical be recognized? When 
international clinical trials are performed, why are they performed, by whom, 
how, and to what ends? In the debates that followed the chair’s contribution, 
we had a glimpse of the local critiques of international collaboration. Alle- 
gations were made concerning complicity with foreign researchers, corrupt 
practices were intimated, and suggestions were made that some researchers 


were not acting in the nation’s interest. In these discussions, a densely textured 
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relationship between biomedical research, international collaboration, and 
bioethics began to unfold. 

Although there was considerable enthusiasm for the ways in which “West- 
ern” research is framed and governed, anxieties were evident about the con- 
sequences of this approach for the development of an acceptably “Sri Lankan 
research culture” and how this fits with the nation and its future develop- 
ment. In these discussions, it became apparent that there were multiple ver- 
sions of what that culture should be and how international collaboration 


should work in realizing it. 


Research as Development: A Novel Entanglement? 


Biomedical research and development are usually thought of as distinct and 
sequential. That is, we tend to think of research and development (as in 
“R&D”) of a product or technology. The relationship is seen as linear, sequen- 
tial, and inexorably future oriented. This configuration is made possible 
when there is the infrastructure, resources, and personnel to realize the re- 
lationship, as is often the case in societies that are economically and techno- 
logically advanced. By contrast, in societies that are resource-poor, the rela- 
tionship between research and development is far from linear. Development 
efforts first have to create the conditions for research in order for future de- 
velopment to take place. Consistent with the practices of those with whom 
we worked, we look at this tangled relationship in practice—that is, biomed- 
ical research as development—or at least as an increasingly important piece 
of the complex mosaic of resources and relationships that are brought under 
the label of development. 

We focus on the significant crossovers between research as systematic 
knowledge creation and innovation, and development as the orchestration of 
economic, material, and human resources to achieve growth, improvements 
in well-being, and sustainability as these are currently organized against a 
backdrop of globalization and the spread of neoliberal regimes of practice 
and value. The loci of our interest in research as development are the ways 
in which researchers set up international collaborations and particularly clin- 
ical trials, which typically bring together researchers to work across signifi- 
cant differentials of power and resources. A focus on these collaborations 


makes explicit the interests of those conducting the trials. As we go on to 
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show, their aspirations extend beyond the specifics of scientific interest in a 
research question and play out into broader concerns. Participating in inter- 
national collaborations as far as development is concerned is to engage in 
activities that will translate into economic and social benefits—a hoped- 
for future in which things will be better for individuals, institutions, and 
the nation (see Douglas-Jones and Shaffner 2017, particularly Boulding 
2017; Ellison 2017; Hewlett 2017; LaHatte 2017). Powerful drivers of this 
activity are the proximal and longer-term increases in human capacity 
(jobs, training, management expertise, organizational skills, governance, and 
career development and qualifications) as well as material and infrastruc- 
tural development (grants, buildings, information technology equipment, and 
laboratories). 

Our interest in clinical trials as a vehicle for this kind of development in 
Sri Lanka takes place at a time when, as in many other countries, state- 
provided health care services are becoming increasingly decentralized, 
privatized, and more porous when it comes to outside intervention. Multi- 
site trials have been identified as a further symptom of this global drift toward 
neoliberal policies in health care provision in that they bring a growing en- 
tanglement of research experimentation with health care provision (for ex- 
ample, see Petryna 2009). Under these circumstances, internationally spon- 
sored clinical trialing finds fertile ground for growth. Engagement in 
international collaborations, whether with commercial pharmaceutical com- 
panies or public sector organizations such as universities and international 
nongovernmental organizations (NGOs), is seen as critical for improving this 
position. A global political and economic agenda that currently emphasizes 
open borders for intellectual property, and economies of knowledge and re- 
search activity, suggests the possibility of new forms of inclusivity. Under such 
circumstances, the relationship between research and development begins to 
take on some novel forms as economically developing nations configure their 
science policies within global health inequities, on the one hand (Kelly and 
Beisel 2011; Leach, Scoones, and Wynne 2005), and with an emerging 
“post-colonial technoscience” on the other (Abraham 2006; Anderson 2002, 
2009; Harding 2008; Prasad 2006, 2009, 2014). Our work shows how local 
researchers forge collaborations and how research operates as both a tool 
and a target for development. 

It may seem odd to be focusing on development at a time when much 


effort has gone into dissolving it as a coherent and meaningful category 
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(Yarrow and Venkatesan 2012, 7). Mindful of this observation, the point we 
wish to emphasize at the outset is an ethnographic one rather than an ana- 
lytical one. Development, and the many forms this is thought to take, was 
an idea that the doctors, researchers, and clinicians with whom we worked 
were keen to link with the practice of biomedical research. International 
collaboration was seen as an important way to achieve its ¢e/os: a different 
future and the practical steps needed to achieve change toward it. Our inter- 
locutors were keenly aware of the role that biomedicine and the research on 
which it relies could play in moving the nation forward. Thus, in our ac- 
count, development is not a faceless diffusion but an active hope and desire 
carried forward by real people, whom we came to know well. As such we 
have tried to capture the workings of what Pieter De Vries has described as 
“the desiring machine,” which “functions through the constitution of this 
lack (of knowledge, social capital, resources, etc.), which as a void gives body 
to all sorts of fads, theories and rationalisations” (De Vries 2007; see also 
Deleuze and Guattari 1987; Ferguson 1994). We, as researchers, were drawn 
into a loop in which those who might be presumed to be the target of devel- 
opment were in fact themselves drawing on the categories of development 
discourse to engage recursively, pragmatically, and creatively with it (Bruun 
Jensen and Winthereik 2013). They were using collaboration and clinical 
trials to gain the desired outcome of future development. 

This process is no simple one-way, hegemonic flow that sees knowledge 
and technology flowing from the global north to the south, and resources 
flowing in the opposite direction. At the point where local actors enter into 
the global epistemes of biomedical science, we began to identify a radical de- 
territorialization in which the usual reference points of state, capital, indi- 
vidual enterprise, biomedical science, and development were being brought 
together in novel reconfigurations. Here we encountered uncertainty about 
what the problems of collaborations are and what is at stake. These ques- 
tions were of great significance during the economic and political turmoil 
in which Sri Lanka found itself during the period of our fieldwork and not 
least as a result of the vicious and protracted civil war that raged in the back- 
ground throughout. In our attempts to capture the fine grain of these en- 
counters, the reflexive intentions of those who are the agents of development 
practice are central (Mosse 2005, 5—6). 

In showing that, in the Sri Lankan case, the impetus for collaboration 


emerged from within the country rather than being driven solely by exter- 
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nal interests, our work draws attention to the very particular dynamics that 
prevail in Sri Lanka. The specificity is important. For example, in her account 
of the development of human immunodeficiency virus (HIV) research in 
Uganda, Johanna Crane documented the “scrambling” to create research 
opportunities to carry out biomedical research in Africa (Crane 2013,16). She 
describes how U.S. interests in developing global health collaborations in 
Uganda led local doctors to respond with a mixture of gratitude and resent- 
ment. The gratitude came from the influx of resources; the resentment came 
from the power differentials that created a sense of exclusion. By contrast, 
the Sri Lankan researchers we describe here were proactive in their efforts 
to attract and embed international research in the country by means of 
sustainable international collaborations. Our focus here thus opens up novel 
perspectives on collaboration in that it brings to the fore the practice of re- 
search. Unlike other studies of international research, it reveals how research- 
ers operate pragmatically and strategically to accomplish collaboration on 
their terms and in ways that work in their own setting. 

By focusing on the activities of researchers locally, we leave behind many 
of the dichotomies with which the literature on development and clinical 
trials is strewn. In particular, we address a common analytical blind spot re- 
garding the diffusion of knowledge and the conceptual underpinnings in 
some of the empirical studies of science. Amit Prasad, for example, argues 
that these approaches “rarely analyze the construction of the west versus non- 
west techno-cultural divide, which undergirds diffusion models and has an 
impact not just on analyses of scientific research and policy formulations but 
also on ideological and discursive construction of non-western cultures as in- 
ferior and non-creative” (2006, 221). These binaries divide the West from 
the rest, the developed from the developing, the global north from the global 
south, and the West from the East. In this view, the binary draws attention 
to the deficits that lie on one of its sides. Knowledge, power, and resources 
are assumed to be all out of kilter, and it is the object of those who control 
the levers of international development to rebalance them if progress and im- 
provement are to be achieved. Their objective is typically seen as being 
hampered by poor infrastructure, maldistribution of resources, and corrup- 
tion and poor governance in the target nations of development interventions. 

The relationship that emerges under these conditions is reminiscent of 
what we call the hub-and-spoke model, with developing countries ranged 


around the rim and the flow of resources, mostly in the form of “aid,” 


10 Chapter 1 


moving outward from a resource-rich center. The centralized distribution 
of resources along the spokes is assumed to bring progress around the rim. 
Progress is generally seen in terms of the degree to which the techno- 


rational systems of the West are imitated at the periphery—and here we 


would include the growing imbrication of biomedical science and bioethics. 
In the context of biomedical research and international collaboration ex- 
plored here, the hub-and-spoke model identifies partners in northern uni- 
versities and industries with local partners and concentrates on the latter 
acquiring the procedures and practices of the former. It is assumed in this 
model that northern partners bring expertise not available locally, and re- 
search is heavily inflected with the notion of “capacity building,” which for 
some northern researchers of global health becomes something of an ethical 
obligation (Beran et al. 2017). In this model, the periphery is marked by 
deficit when it comes to science, technology, and bioethics, with the creation 
and transfer of new knowledge and wealth typically being framed by policy- 
makers in the north rather than by those in the south. As Mark Duffield 
argues, this conceptualization results in ideological legitimations of the 
drive to control: “the borderlands are ...imagined spaces of breakdown, 
excess and want that exist in and through a reforming urge to govern, that 
is, to reorder the relationship between people and things, including our- 
selves, to achieve desired outcomes” (2002, 1053). Bagele Chilisa (2005), in an 
illuminating account of HIV/AIDS educational research in Botswana, 
showed how collaborative research between low- and high-income coun- 
tries tends to fall into this mold. Chilisa argued that failing to engage with 
local knowledge systems is symptomatic of this thinking and a colonial 


throwback in which “the colonized were regarded as empty vessels to be 


filled” (2005, 676). 


Randomized Controlled Trials: Beyond Empty Vessels 


Belying the image of the “empty vessel” is a rather more complex engage- 
ment between scientific research and development. Harry M. Marks has 
attributed the establishment and rapid growth of clinical trials in the last quar- 
ter of the nineteenth century and early twentieth century to the emergence 
of what he refers to as “rational therapeutics”—that is, treatments that are 


based on proven efficacy rather than the marketing hubris of the late nine- 
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teenth century and early part of the twentieth (1997, 17—41). At that time, 
U.S. and European markets displayed an abundance of remedies and potions 
that were sold by manufacturers and other commercial entities with little by 
way of evidence of efficacy. Marks argued that some of these products were 
mere placebos; some were no more than concoctions of dye, sugar, alcohol, 
or codeine, yet all were marketed vigorously with colorful advertisements as 
cures for all ills (Marks 1997, 19). The medical fraternity, with the Ameri- 
can Medical Association’s Council on Pharmacy and Chemistry in the van- 
guard, felt that leaving the commercial distribution of medicines unchecked 
would taint the efforts then under way to consolidate the power and influ- 
ence of the medical profession. 

A solution was needed that would distinguish the legitimate from the bo- 
gus claims as to the efficacy of drugs, while at the same time locating pre- 
scription knowledge and practices within the professions rather than in the 
commercial realms where lay- or self-prescription were the norm. Such moves 
would ensure the reputation and power of the medical profession in the face 
of commercial activities beyond its control. Moreover, developments in labo- 
ratory techniques and computation have provided ever new ways to come up 
with evidence of what does and does not work. “A rational, as opposed to an 
empirical [here: observed by the physician or patient] remedy, was one whose 
effects were demonstrable in the laboratory and ideally acted on the cause, 
not on the symptoms, of disease” (Marks 1997, 21). 

In the period after World War II, major developments in identifying the 
efficacy of antibiotics and steroids coupled with advances in statistical meth- 
ods to handle big data sets created the conditions for large-scale experimen- 
tation. The method set in place by public health statistician Bradford Hill 
(1990) involved randomization, investigators blinded to interventions, and 
predefined end points and sample sizes for validity. These techniques were 
consolidated into what is now recognized as the widely adopted randomized 
controlled trial (RCT). The first RCT, which trialed the antibiotic strepto- 
mycin for tuberculosis (TB), was officially carried out in the United King- 
dom by the Medical Research Council (MRC) between 1946 and 1948 (MRC 
1948). The subjects were allocated into different treatment groups under care- 
fully monitored conditions so that the effects and efficacy might be evalu- 
ated (Timmermans and Berg 2003). 

Often the story of RCTs has been reported in ways that suggest that their 


methodological development is a Western one or, conversely, that RCTs are 
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new arrivals in countries beyond Europe and the United States. However, 
we draw attention to some of the trials that have taken place in non-Western 
countries that, although of lesser visibility, are nonetheless an important part 
of the history of clinical trials, evidence-based medicine, and the governance 
of RCTs internationally. These trials constitute an important detail in our 
argument for alternatives to the hub-and-spoke model in which countries in 
the global south are seen as mere recipients of international research activ- 
ity. The history of clinical trials is also one in which the field of bioethics is 
implicated, because controversies over trial practices were usually followed 
by a tightening of ethics regulation. 

Melissa Graboyes’s (2014, 2015) work on human experimentation in Af- 
rica shows that the history of medicine is deficient in its understanding of 
the role played by the research that went into various diseases in the colo- 
nies. After World War II, extensive clinical research on sleeping sickness, ma- 
laria, leprosy, river blindness, and elephantiasis was taking place in East 
Africa (Graboyes 2014, 2015), while smallpox and kala-azar (visceral leish- 
maniasis) were studied in India (Bhattacharya 2006; Dutta 2008), and lep- 
rosy and TB in Nigeria (Manton 2011). These studies drew in hundreds of 
thousands of people for whom therapy was mixed with experimentation. 
Graboyes (2014) has argued that research in Africa was by no means excep- 
tional in the ways in which people were “recruited.” Across many regions, 
people found themselves involved in trials, especially those living in confined 
settings or who otherwise lacked access to health care. Often they had been 
misinformed about the nature of the research, and they were, in some in- 
stances, enrolled under duress (Graboyes 2014, 380). Highlighting this par- 
ticular dynamic in the history of medicine in the colonies as a circulating 
one, rather than a one-way, hub-and-spoke type of diffusion, has important 


consequences: 


By substituting ‘project’ with ‘process’ as the object of study, the whole per- 
spective of examining the history of medicine changes. While for the former 
the modernity—tradition dichotomy is a requisite of analysis, in the latter the 
clear-cut dichotomy or opposition between modern and traditional and non- 
Western medicines becomes irrelevant due to their interaction, accommoda- 
tion and co-ordination, although spasmodic and marked by instances of re- 
sistance and conflict, within the framework of reconstruction of modern 
medicine. (Ebrahimnejad 2009, 25) 
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In the post-war era, Jill Fisher has argued, there was a sense in the United 
States that American doctors were above the conduct of ethically question- 
able research and that the events in Nazi Germany were an exception rather 
than the norm (2009, 20). This assumption was brought into question by the 
Tuskegee experiment conducted between 1932 and 1974, in which African 
Americans, mostly poor sharecroppers, were recruited into a study of the 
natural history of syphilis. The scandal broke when it emerged that the vol- 
unteers were not treated for their condition despite the discovery, partway 
through the study, that antibiotics could cure syphilis. The furor over this 
experiment led to new guidelines for the conduct of RCTs and tighter ethics 
guidelines to ensure the protection of the participants (National Commis- 
sion for the Protection of Human Subjects 1978). The same group of research- 
ers were later implicated in another morally questionable trial that they con- 
ducted after World War II. Between 1947 and 1948 in Guatemala—which 
was then under U.S. protection—the researchers infected prisoners, psychi- 
atric patients in asylums, and orphans in institutions with gonorrhoea and 
syphilis in order to follow the development of the disease and with a view to 
testing different medicines. This trial did not receive public attention until 
2010, when the U.S. government officially apologized to those affected by 
the experiments (Léwy 2011). 

The study in Guatemala was not unique in the way in which it recruited 
populations. Until the 1960s, the majority of trials in the United States were 
conducted on prison populations, soldiers, and people in mental health in- 
stitutions (Cooper and Waldby 2014, 146; Fisher 2009, 20—23). In 1962, legis- 
lative changes in the United States placed restrictions on this form of trial- 
ing. Trial phases were introduced, and restrictions were put in place regarding 
the inclusion of incarcerated and institutionalized populations (Cooper and 
Waldby 2014, 132). The shifting regulatory landscape in the United States 
created a need to look for experimental populations more widely (Petryna 
2005, 2009; Sunder Rajan 2005b, 2006). 

The immutability and increasing mobility of the trials apparatus was con- 
solidated on a global scale through ever more scrupulous adherence to rules 
and procedures for the conduct of trials. A key document in this regard 
was the International Council for Harmonization Good Clinical Practice 
Guidelines ICH-GCP), produced in the mid-1990s (Abraham and Reed 
2002). These guidelines were meant to ensure that commercial research was 


conducted to the same standards irrespective of location. Evidence that these 
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guidelines have been followed faithfully guarantees the recognition and ac- 
ceptance of the results by wider scientific publics, including drug regulatory 
bodies, academic peers, and journal audiences. Crucially, however, the de- 
monstrable capacity to index local practice to “global standards” is for the 
consideration of national bodies such as the U.S. Food and Drug Adminis- 
tration (FDA), which grant licenses for new pharmaceutical products to en- 
ter lucrative international markets. 

Predictably, this in turn has led to concerns about the ways in which 
variation in the interpretation and application of guidelines in different ju- 
risdictions can have variable consequences. For instance, Adriana Petryna 
described a case in which a drug was released for general use in Nigeria while 
still being trialed in the United States. The resulting controversy led to 
the first global lawsuit against a drug company (2009, 39). Another example 
comes from a commercial pre-exposure HIV prophylaxis (PreP) study con- 
ducted in 2004 by Gilead in Cambodia, Cameroon, Malawi, Nigeria, and 
Thailand. This trial was called off midway because of resistance by local sex 
workers and LGBT activists (Cooper 2013; Singh and Mills 2005; Ukpong 
and Peterson 2009). The participating communities were critical of the fact 
that their needs and demands for post-trial access were not included in the 
protocol. Cases like this have led to organizations such as the Council for In- 
ternational Organizations of Medical Sciences (CIOMS) demanding the 
incorporation of community engagement as an ethical expectation for all 
medical research. 

In summary, trials have been conducted in non-Euro-American locations 
since the inception of the RCT methodology. This observation suggests 
important circularities as the knowledge generated by the experiments car- 
ried out at the peripheries is brought back to Europe and America. These 
circularities are also paralleled by global developments in ethics regulation 
after controversies that have unfolded during these experiments. These are 
important examples that contextualize the arguments we develop here; they 
problematize the assumption that knowledge and expertise only flow in one 
global direction, north to south. They also bring into view the active role that 
local researchers have played in shaping research activity. 

Yet the problems described in these examples do not augur well for col- 
laboration’s warm themes—that is, the formation of equitable and comple- 
mentary relationships as the basis of international research. The dominant 


relationship appears to be one in which local natural and human resources 
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are plundered under the auspices of development while control is maintained 
by the institutions of the global north, a view that resonates with the ethics 
chair’s uncomfortable allusion to the cooler themes inherent in research col- 
laboration. Scholars such as Sheila Jasanoff (2014), Sandra Harding (2008), 
Itty Abraham (2006), and Susantha Goonatilake (1998) have highlighted 
these power inequalities. The field of scientific practice is not a level one when 
it comes to knowledge creation and transfer. Their works suggest that the 
terms and conditions under which experimental research is conducted have 
already been established for economically developed countries, and the less 
economically developed ones then have little chance to influence what has 
gone on farther up the chain of knowledge creation and transfer. 

In this regard, Arjun Appadurai has drawn attention to an epistemologi- 
cal exclusion that operates around the production and validation of knowl- 
edge, particularly as it relates to the medical sciences (2000, 2). The rapid 
movement of people, capital, information, and resources around the globe 
makes it difficult for many nations to map out the forms and meanings of 
this knowledge on their own terms. The result is a systematic marginaliza- 
tion from setting new agendas for technological innovation and scientific re- 
search. To date, the main targets for this critique have been agreements 
around patenting, copyright, and ownership. Instigated by the leading indus- 
trial countries, trade sanctions have become closely linked to infringements 
of intellectual property rights through the World Trade Organization’s 1994 
General Agreement on Tariffs and Trade. Eventually consolidated into 
TRIPS (Trade Related Aspects of Intellectual Property Rights Including 
Counterfeit Goods), such agreements made it possible to appropriate things 
that previously could never have been imagined as property: seeds, bacteria, 
Ayurvedic treatments, traditional agricultural practices, artistic designs, and 
so on. After protest about the damaging effect this agreement was having 
on many developing world countries, the original TRIPS agreement was 
modified in 2001 to allow signatories to protect public health by ensuring ac- 
cess to pharmaceuticals and differential patenting arrangements for some 
drugs. The drift toward epistemological exclusion, however, remains pro- 
nounced in high-technology fields such as genomics and pharmaceutical 
testing in which value lies primarily in globally transferable databases. 

The importance of these power discrepancies between the global north 
and south and their implications for knowledge production are serious; 


however, as we go on to illustrate, this is not the whole story. Indeed, by 
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considering the relationship between clinical trials, bioethics, and collabora- 
tion in practice, we hope to extend the story in important ways (and for an 
example of a similar endeavor in pharmaceutical development in South Af 
rica, see Pollock 2014). In the account we present, three factors are seen to 
mark out this relationship as one that confounds the normative assump- 
tions arising from a hub-and-spoke model. 

First, as participants at the collaboration workshop we described earlier 
demonstrate, we are dealing with experts and expert systems for which there 
can be mutual and comparable levels of competence between practitioners 
from the global north and south. Indeed, not only were many of the “local” 
practitioners we worked with Western trained, several were also expatriate 
Sri Lankans who had returned to the island “as if” they were from the global 
north, and who were able to activate local networks based on familiarity and 
trust (see chapter 4). In other words, there is no simple gradient flowing from 
north to south but a rather more complex history of migration back and forth 
on which contemporary collaborations are often built. 

Second, unlike the material resources and commodities that animate 
much of the development critique, we are here dealing primarily with knowl- 
edge and its inherent potentiality to create different futures. As Karen-Sue 
Taussig, Klaus Hoeyer, and Stefan Helmreich put it in their exploration of 
the concept of potential, “in biomedical practices, potentiality indexes a gap 
between what is and what might, could, or even should be” (2013, S5). In 
short, when talking about knowledge in the context of research and devel- 
opment, we are dealing with a very particular kind of resource. It is one that 
is not so easily governed by the mechanisms that are conventionally used to 
create scarcity, drive up value and cost, and achieve the kinds of accumula- 
tion on which global capitalism is mostly built. Indeed, one of the central 
themes running throughout the book is that collaboration, at least in theory, 
begins with the presumption of freely shared knowledge, ideas, and discov- 
eries as the key to progress and betterment (see chapter 5). The idea of po- 
tential becomes a key driver of hope and expectation. It would no doubt be 
naive to assume a perfect freedom in operation when people describe what 
they are doing as “collaboration”; nonetheless, in the contexts discussed here 
we would argue that there is an attempt to signal a different relationship from 
that which figures in the hub-and-spoke model. There is an attempt to 


achieve a different kind of positionality, power, and purchase among those 
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working in and on behalf of developing world constituencies. A factor that 
aids this endeavor is the sheer velocity and replicability of information. 

Here we arrive at our third distinguishing feature. The availability of in- 
formation and communication technologies, although still far from even 
across the global north-south divide, does enable local doctors, clinicians, and 
researchers to participate in global knowledge systems directly. Although spa- 
tially far apart, a trial conducted in Sri Lanka is easily articulated by means 
of the wormholes of the worldwide web to the laboratory benches and data 
sets of richer countries. Collaboration in research might connect a bedside 
in rural Sri Lanka with the headquarters of a pharmaceutical headquarters 
in the United States or Australia. Samples and data might flow between lab- 
oratories and offices operating in different continents with human, eco- 
nomic, and intellectual resources having to be managed at every stage (see 
chapter 3). 

An ethnographic approach to these issues shifts the focus from biomedi- 
cal and technological innovation per se onto power relations and practices 
played out in day-to-day social relations. Our ethnographic exploration of 
research as development might thus be seen as an exercise in giving voice. 
However, as we go on to show, this is not the voice of the oppressed, muted, 
and downtrodden but that of various professionals and experts who in their 
work seek to negotiate with global knowledge systems to achieve a range of 


desired outcomes. 


Assemblages and Rhizomes 


A model that gets us closer to understanding these relationships is provided 
by Aihwa Ong and Stephen Collier’s (2005) idea of the “global assemblage.” 
The idea of an assemblage is drawn from a conceptual vocabulary that orig- 
inates in the work of Gilles Deleuze and Félix Guattari (1987) and their ef- 
forts to arrive at new ways of writing and thinking about culture and mental 
life. The French term that is typically translated into English as assemblage 
is agencement, meaning “an arrangement,” as in the parts of a machine or 
body. Rendered into English, the idea of an assemblage gives the sense of 
more actively bringing things together, as in a collage (Phillips 2006). Global 


assemblage, as used here, refers to projects of various kinds that have global 
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reach and are refracted through particular localities as scaled and structured 
versions of dominant models and paradigms. 

Although the notion of concepts, ideas, and discourses that travel is not 
inherently new, what is helpful in Ong and Collier’s formulation is the abil- 
ity to manage the scales at work when this happens When dealing with 
networks that operate across multiple sites in the process of globalization, 
the idea of the assemblage brings into view the way that international poli- 
cies, acts, ratifications, and standards come to operate in widely differing 
contexts. It also makes visible the power relations inherent in shifts of scale. 
Studying such forms thus offers a methodological entré into what are other- 
wise vague conceptualizations of the notion of globalization. Examples of 
these forms gathered by Ong and Collier include HIV prevention, ideas of 
human rights, banking, and the regulation of food production. All these 
examples reveal ideas and practices that easily transgress territories and 
boundaries and are readily fluid and scalable across regions, nations, and 
cultures. 

To think of biomedical research, bioethics, research governance, the op- 
eration of clinical trials, and the very idea of collaboration itself as parts of 
an assemblage is to bring into question the presumptions of a hub-and-spoke 
model by drawing closer attention to the active role that those on the “pe- 
riphery” play in shaping these notions. Furthermore, they do not just receive 
ready-made conceptual packages but make these in practice, thereby creat- 
ing scientific discourses that are shot through with local expressions of soci- 
ety and culture (see chapter 6). 

The second notion we introduce to understand the ways in which inter- 
national collaborations operate is that of the rhizome, which is helpful in 
trying to understand the seemingly random connections that make up an 
international collaboration (Douglas-Jones and Sariola 2009). As Timothy K. 
Choy and colleagues suggest, the rhizome “offers a way to talk about fields 
and lines of connecting, relating, interpenetrating, becoming, and transform- 
ing. One point is crucial: The rhizome not only refuses arborescent being 
but it also requires a nonarborescent analysis. Its organization—and the 
proper organization of thought—is emergent through the actualization of 
connections” (2009, 384). The relevance of this imagery to our work is that it 
pulls us even further away from the hub-and-spoke model of collaborative 
relations and opens these up as a field of possibilities in which connections 


are being continually and creatively made and un-made. 
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As with the rhizome as it occurs in the natural world, the system of growth 
and propagation of collaborations—in which we will necessarily include our- 
selves—is one that is irregular and continuous, with connections liable to 
form between any points in the network. The analogy is helpful when it 
comes to providing an account of exactly what happens when a collabora- 
tion is established. At one level what happens is formal, technical, and pro- 
cedural, involving networks of professionals who occupy designated roles and 
statuses which may interact in impersonal ways. Yet it also engages a pro- 
foundly socialized vision of collaboration in which trust, respect, friendship, 
and camaraderie are valued and aspired to. Seeing this complex amalgam 
as rhizomatic rather than fixed and programmatic enables us to cut through 
the optimism in some development paradigms as well as the negativity with 


which this is greeted by critical commentators. 


An Anthropology of Clinical Trials and Bioethics 


In focusing on the entanglement of biomedical research, bioethics and de- 
velopment our work sits within a growing field of enquiry into scientific prac- 
tices in the global south (Biruk 2012; Brives 2013; Dixon 2017; Geissler and 
Molyneux 2011; Lairumbi et al. 2012; Le Marcis 2015; Montgomery 2015; 
Whyte 2011). Literature from Africa describes specifically how international 
research collaborations operate in the field, with attention paid to trial par- 
ticipants and their recruitment by local field staff (Brown and Green 2015; 
Dixon 2017; Kamuya et al. 2013; Kamuya et al. 2014; Kingori 2013; Kingori 
and Gerrets 2016; Molyneux et al. 2013; Sambakunsi et al. 2015). Another 
strong focus in this literature is the way in which clinical trials also create 
health care infrastructures that enable patients to access care they might not 
otherwise get (Crane 2013; Kingori 2015; Lairumbi et al. 2012; Petty and 
Heimer 2011; for a similar argument in relation to Russia, see Zvonareva et al. 
2015). Historical aspects of public health organizations illuminate how colonial 
medical administrators were driven by an ethos of progress, enlightenment, 
and development and were preoccupied with medicine as part of an overall 


project of modernization—a legacy that still echoes in the rhetoric of many 


global health researchers today (Geissler and Molyneux 201], 4). 
These evident and obvious consequences of international research collab- 


oration we take to be first order—that is, having immediate and tangible 
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effects on resources and health systems at the local level. An exploration of 
these effects runs through our account of research as development, but we 
also wish to throw light on a second order of consequences. Specifically, we 
explore a conceptual shift that is not always apparent in the accounts of 
development of the first order. It is a form of epistemic development that 
enables local players—doctors, clinicians, scientists, technicians, and other 
research staff in Sri Lanka—to participate, gain credibility, and indeed com- 
pete in the game of global scientific research (see chapters 5 and 6). Ethno- 
graphic interest, here, settles on the day-to-day running of clinical trials and 
the alterations carried out by researchers who are keen to align their prac- 
tices and values with global systems of governance and regulation. Without 
these activities, such trials would not be workable in local settings. 

Central to the achievement of workability is a concern to engage with bio- 
ethics as a primary source of values and concepts informing ethical research 
practice. This engagement is one of the key second order developments that 
we present in this book. As a varied and multifaceted discipline, bioethics 
emerged out of the encounter between advances in Western biomedicine and 
technology, and the Euro-American value systems in which these were situ- 
ated (Jonsen 1998; see Campbell 2000 for critique of this unified narrative). 
In recent decades, bioethics has undergone considerable consolidation as a 
field of scholarship and expertise, a discipline, a profession, and an ideology. 
Its practitioners engage with questions of governance, law, economics, and 
philosophy in an effort to inform society as to how best to respond to the di- 
lemmas that scientific advance presents—or, as is more often the case, ap- 
pears to leave in its wake. Increasingly, these questions are not just ones that 
perturb those living in the global north, but with the global biomedical and 
technological advances bioethics itself has become a global project (Benatar 
2002; Benatar, Daar, and Singer 2005; Hyder and Wali 2006; Myser 2011; 
Wahlberg et al. 2013). 

Often in the guise of “capacity building,” the growth of bioethics has 
brought about an alignment of local practices and concerns with those found 
in the global north (see, e.g., Simpson 2012; Douglas-Jones 2017). In low- 
income settings, this activity is interpreted in one of two ways. On the one 
hand, it is thought to protect the interests of nations and participants in the 
research encounters. Structures are put in place to ensure that research is 
carried out in socially and culturally relevant ways: communicating and elicit- 


ing informed consent along with other practices intended to ground the ethi- 
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cal credentials of research (Gikonyo et al. 2008; Molyneux et al. 2005b); es- 
tablishing trust between communities (Gikonyo et al. 2008; Molyneux et al. 
2005a); setting up ethics committees/institutional review boards (McIntosh 
et al. 2008; Valdez-Martinez et al. 2006); determining the social value of the 
research and dissemination of findings into policy change (Lairumbi et al. 
2008); and securing the willing engagement of participants in research (Marsh 
et al. 2008). On the other hand, bioethics is thought to work as a lubricant 
enabling the rollout of neoliberal research practices. In other words, ethical 
oversight is present not so much to protect the participants as to facilitate cer- 
tain kinds of research. Amit Prasad (2009) and Louise White (2011), for ex- 
ample, argue that consent, a keystone of bioethics, establishes a contract that 
works primarily in the interests of markets and the state and has little to do 
with autonomous decision making about research participation. 

It is our aim to look beneath the normative conceptualizations of bioeth- 
ics as discourse and to explore the considerable work being undertaken to 
make bioethics work in practice—that is, to make institutional forms fit, con- 
cepts intelligible, and values commensurable (see chapters 5 and 7). At this 
point, there might be the appearance of a smooth articulation of beliefs, val- 
ues, and objectives, but closer examination reveals something rather more 
unruly and contingent. Interest in this encounter has led to a body of work 
that throws light on the tensions that occur when biomedical research is 
carried out in settings that are culturally and economically very different 
from those of Europe and North America. These tensions are not easily 
visible from the dominant perspectives of biomedicine and its accompany- 
ing ethics, which tend to assume the biomedical model they serve has spread 
in a uniform and consistent manner. This is an assumption that is begin- 
ning to come under closer scrutiny in the economically developing world 
(Chattopadhyay and De Vries 2013; Finkler 2000; Myser 2007, 2011). The 
emerging critique is one that demands the assumed underpinning “require- 
ments” and “obligations” of experimental research be made explicit (Stengers 
2010). Failure to do so is to risk perpetuating an epistemological exclusion 
and inferiorization. 

Our own work seeks to extend these insights by connecting the assem- 
blage of international biomedical research and its ethical governance to the 
values and practices of the society and culture in which it lands (see chap- 
ters 5 and 6). To this end, our analysis focuses on bioethics as immanent in 


the day-to-day practices of those who are involved in medical research—that 
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is, as an emic rather than an etic category. To reiterate a distinction elabo- 
rated upon by Raymond De Vries, our interest is in an anthropology of bio- 
ethics, rather than an anthropology for or in bioethics (De Vries 2004; also 
see Hedgecoe 2004). We are interested in what it actually looks like from be- 
low, not what it is supposed to look like from above. 

An anthropology of bioethics thus tries to show how the universal and 
normative protocols of biomedical research are rendered operative in local 
settings (Simpson 2004b). Critical in understanding this move is how diverse 
beliefs and values play out in everyday research practices, or as “ordinary eth- 
ics,” to use Michael Lambek’s term: “Human beings cannot avoid being 
subject to ethics, speaking and acting with ethical consequences, evaluating 
our actions and those of others, acknowledging and refusing acknowledge- 
ment, caring and taking care, but also being aware of the failure to do so 
consistently” (2010, 1). It is out of the “failure to do so consistently” that dif- 
ferent registers of what might be deemed “unethical” practice open up and 
find expression: from the personal and interpersonal through to the orga- 
nizational and macropolitical. For example, developing an appropriate 
“research culture” involves resources that have to be won in the face of com- 
petition and be managed and disbursed by groups and individuals operat- 
ing according to social, cultural, and political realities as they exist on the 
ground. In these routine realities, the discourse of bioethics offers new ways 
of articulating and framing existing concerns about fairness, equity, dis- 
crimination, and a host of other ways in which the ordinariness of the un- 
ethical are addressed in practice. 

Here our ethnography takes us farther into a world of conversation, ar- 
gument, and dispute about how biomedical research might articulate the 
wider objectives of economic and health development as conceived locally (see 
chapter 8). These are profoundly ethical questions and moreover ones that 
often fall outside the accepted scope of bioethics. The ways in which the or- 
dinariness of ethics (and the unethical) is woven into experimental practice 
thus becomes crucial for understanding how clinical trials operate as a con- 
duit through which material, economic, and intellectual resources might find 
their way into local settings. 

To develop our anthropology of bioethics, clinical trials, and international 
collaboration, we bring together ethnographic research performed in Sri 
Lanka across a range of biomedical research settings for over a decade. More 


specifically, we followed the work of two research organizations. One was 
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based in a university and performed research in collaboration with a phar- 
maceutical company, and the other was a charitably funded research group 
performing research with more of a public health focus. We were thus able 
to follow trials of two different kinds. Our ethnographic account of these 
trials in chapters 2 and 3 provides the groundwork for the elaboration of con- 
ceptual and second order developments that are taken up in the anthropol- 


ogy of bioethics, which takes up the second half of the book. 


Structure of the Book 


The objective of this book is threefold. First, we describe ethnographically 
and historically international collaborations in biomedical research from a 
low-income setting. Second, we document the ways in which projects con- 
ceived at a global scale are accomplished practically and conceptually at the 
local level. And third, we explore the unintended as well as the intended con- 


sequences of these accomplishments. 


In chapters 2, 3, and 4 we provide an account of clinical trials in Sri Lanka 
and the backdrop against which they are taking place. In chapter two, “Col- 
laborating in Context,” we give brief histories of biomedicine, biomedical re- 
search, and medical and bioethics in Sri Lanka. In the second part of the 
chapter, we also describe our entry into the field of biomedical research in 
Sri Lanka. We reflect upon our role as collaborators studying collaboration 
and the consequences this role has for the production of ethnographic de- 
scription. 

In chapters 3 and 4 we give detailed accounts of the two trials we observed 
during our research. These were both identified as important examples of 
research initiatives that were carried out in Sri Lanka, but they introduced 
significant elements from outside in terms of personnel, procedures, and the 
capacity to successfully perform the trial. They were thus seen as being in 
some sense “international.” Moreover, although social studies of clinical trials 
have tended to follow the conduct of one particular trial (e.g. Brives 2016; Le 
Marcis 2015; Montgomery and Pool 2017), we are able to situate the trials we 
studied within a wider “landscape of collaboration” and within the historical 
development of biomedical research in Sri Lanka. The inclusion of this com- 


parative and longer-term dimension enables us to reflect on how trials become 
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configured in the quest to meet broader objectives and aspirations than the 
scientific questions answered in the particular trials. 

In chapter 3 we present the Joint Pain Trial. This study was a random- 
ized, placebo-controlled, double-blind, multicenter, phase 2 trial of a novel 
compound for the relief of joint pain. It was conducted at the Clinical Trials 
Unit of the Human Genetics Unit in the Medical Faculty of the University 
of Colombo, was funded by a foreign pharmaceutical company, and was 
monitored by an Indian contract research organization (CRO). The trial 
aimed at gaining FDA approval for a compound that would most likely find 
its way into Western rather than Sri Lankan markets. There were, however, 
plans for post-trial access for the trial’s participants. Similar products were 
already in international markets but were not available in Sri Lanka. 

In chapter 4 we present the Paraquat Poisoning Trial. This was also a 
randomized, placebo-controlled, double-blind, phase 2 trial. The tested 
compound was cyclophosphamide, which has significant toxicity but has 
been approved as having an acceptable risk-benefit ratio for certain serious 
conditions and is available in the marketplace. There was low-level evidence 
that it would reduce early death due to severe pulmonary injury caused by 
paraquat poisoning, and the trial in question was established to test this sys- 
tematically. Unlike the Joint Pain Trial, this study was designed to address a 
pressing local public health concern: paraquat poisoning among farmers. The 
study was aimed at preventing death through poisoning and, in addition to 
the clinical end points, improving general patient management and achiev- 
ing a better understanding of the condition. The study, performed as part of 
a larger collaboration on clinical toxicology in South Asia, was funded by an 
international health research charity. The international partners of this re- 
search organization were researchers from India, Bangladesh, Australia, and 
the United Kingdom and laboratories in the United Kingdom, Portugal, and 
Australia, where some laboratory tests were also conducted. 

At the end of chapter 4, we draw comparisons between the two trials and 
highlight the differences in how the trials were set up, configured, and man- 
aged. We show how differently funded trials not only operate with different 
objectives but have different dynamics in terms of the knowledge they pro- 
duce and the practices that they operate with. 

In chapters 5, 6, and 7 we consider how engagement with clinical trials 
assemblages results in the work of localization. In these chapters, we show 


that this work is not simply about the installation of infrastructure and imple- 
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menting procedures but is also about second order conceptual change re- 
garding ethics, persons, and practices. These aspects of change are central to 
our attempts to understand the relationship between biomedical research and 
development—but, more importantly, research as development. In chapter 5, 
we consider the way that the idea of the “human subject” is conceived of within 
biomedical research and the friction that this brings when taken up by doctors 
and researchers who have come through their training in Sri Lanka. In chap- 
ter 6, we return to the Joint Pain Trial. By way of an account of the running of 
the trial, we show the creative work that goes into running a trial that must, 
perforce, look like one running anywhere else in the world but is in fact one 
that must be operable in the local setting. In chapter 7, we document episodes 
from the Paraquat Poisoning Trial and how the participants are moved within 
the logic of the trial from being an abject (one who has self-harmed, is socially 
stigmatized, and is barely alive), to an object (a body that is the object of mea- 
surement), to a subject (a person who is accorded certain rights and status as a 
participant in a trial conducted to international standards). 

In the first seven chapters, we are mostly interested in the voices that tell 
of a broad alignment between the interests of biomedical research and those 
of national development, whether this be seen in terms of economic or as 
health indices. In chapter 8, we present something of an antithesis to this 
view. There we describe a series of conflicts in which critical voices are heard 
raising the specter that collaboration of the warm type might be a masquer- 
ade for the cooler and more exploitative one. These cases prove to be very 
important for understanding the ongoing conversations that occur around 
clinical trials, bioethics, and collaboration in Sri Lanka and in which we find 
important clues as to how biomedical research in low-income settings oper- 
ates in practice and what is at stake for those who are conducting the trials. 

In our conclusion (chapter 9) we consider the unintended and intended 
consequences arising from international research collaboration. A key obser- 
vation is that the collaborative accomplishment of the clinical trial, whether 
successful or not, does far more than its stated objectives in that it engages 
local actors at multiple levels—social, economic, cultural, and political. In 
this engagement, the basic currencies of scientific collaboration—research, 
ethics, randomized control trials, and the very idea of collaboration itself— 
are contingent and negotiated in practice. It is in this flux of experimenta- 
tion and biomedical advance that research works in novel ways to generate 


change. 


Chapter 2 


COLLABORATION IN CONTEXT 


[Collaboration is] . . . human behavior that facilitates the sharing of meaning 
and completion of activities with respect to a mutually shared superordinate 
goal and which takes place in a particular social, or work, setting. 


(IrvonEN AND SONNENWALD 2000, 79) 


Science, like any other activity involving social collaboration, 


is subject to shifting fortunes. 


(Merton [1942] 1973) 


The research collaborations that we focus on in this book all took place 
in Sri Lanka, an island republic of some 20 million people off the southern 
tip of India. This location forms the backdrop for our study of how biomedi- 
cal research can become tangled with economic, infrastructural, epistemo- 
logical, and scientific development. To understand the specificities of this en- 
tanglement by means of ethnographic enquiry in the present day, it is 
necessary to begin with some sense of how things came to be as they are. In 
this chapter we move through a series of layers en route to our own engage- 
ment with the field of clinical trials, collaboration, and bioethics. We pro- 
vide concise histories of biomedicine, biomedical research, and the parallel 
development of medical ethics, research ethics, and subsequently bioethics 
in Sri Lanka. This historical overview sets the scene for our account of the 
clinical trials that we observed. In the second half of the chapter we describe 
how we as researchers entered into this context as both ethnographers and 
collaborators. In a context so infused with the idea of collaboration, we had 


to collaborate as well. We explore the implications of this simple methodolog- 
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ical fact for ethnographic work in this context and more generally for re- 


searching expert systems and professional practice. 


Biomedicine in Sri Lanka 


The tradition of biomedicine is very firmly established in Sri Lanka. The 
Civil Medical Department of the British colonial administration was first es- 
tablished as a department separate from the one dealing with the occupying 
military forces in 1858. Although aimed specifically at the control of small- 
pox, the creation of a department to address the health needs of the local pop- 
ulation, as distinct from the needs of the colonizers, marked an important 
step on the road to a national health service (Uragoda 1987, 81). Nonetheless, 
historians of colonial medicine have noted a circularity in how it developed. As 
Margaret Jones put it, “Western scientific medicine in its tropical form, along 
with Western sanitary methods, were imposed on populations whose health 
problems largely stemmed from the exploitative drives of the metropolitan 
power in the first place” (Jones 2000, 88; see also Arnold 2000; Hewa 2012 
on hookworm eradication). Investment in medical research was thus nec- 
essary, in the first instance, to preserve a reasonably healthy workforce. 
The Colombo Medical School opened in 1870 and is the second oldest in 
Asia after the Calcutta Medical College in India which opened in 1848. The 
school developed a distinguished tradition of providing biomedical educa- 
tion to the local population. Teaching followed British curricula, and the de- 
grees were verified from the United Kingdom. Any postgraduate medical 
training had to be obtained in the United Kingdom. The colonial backdrop 
is important for our efforts to understand how contemporary international 
collaborations work in Sri Lanka and elsewhere. Indeed, it is evident that 
Britain, Europe, and the colonies have been enmeshed in a complex network 
of exchanges over a long period. Similar to what we postulate analytically 
about research, Hormoz Ebrahimnejad, writing on the encounter between 
traditional and modern medicine in Iran, has argued that rather than a one- 
way diffusion from the latter to the former, there was, in fact, an ongoing 
circularity. Ebrahimnejad goes on to claim that Western medicine itself be- 
came modernized in the colonies rather than being exported to them in an 
already “modern” form (Ebrahimnejad 2009). Then as now, there were flows 


in both directions. As Mark Harrison has suggested, it would be mistaken 
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to think that the colonial countries were excluded from knowledge pro- 
duction; many doctors made their careers in the colonies, which provided 
sites for research, experimentation, and innovation (Harrison 2010; see also 
Johnson and Khalid 2012; Raj 2013). Knowledge transfer between Britain 
and the colonies was thus possible through the networks that connected 
colonial medical practitioners and administrators and their metropolitan 
counterparts. The transfer of resources also played its part. Soma Hewa 
(1995), for example, has documented the role of the American Rockefeller 
Foundation in developing public health campaigns such as the one aimed at 
hookworm eradication among tea estate laborers between 1915 and 1920, 
which became an important platform upon which local public health ser- 
vices were eventually built. 

Throughout the nineteenth and early twentieth centuries and until inde- 
pendence in 1948, Sri Lanka, or Ceylon as it was previously known, was con- 
sidered a model colony within the British Empire. Local elites were highly 
Westernized and politically moderate, and the medical sector in particular 
had seen generations of collaborative interaction with “foreigners.” Even 
today, the medical profession preserves a strong sense of identity modeled on 
the structures that took root during the British colonial period. 

The Anglicization of medicine was, and continues to be, reinforced by the 
use of English as the medium of medical (and other professional) education. 
Indeed, the language issue remains a source of tension, as the majority of 
the population receive primary and secondary education in their mother 
tongue (Sinhala or Tamil) but then have to take their medical degrees in En- 
glish. Furthermore, an entrenched Anglophone biomedicine has had the 
effect of marginalizing the indigenous systems of medicine. As Kamalika 
Pieris has noted, in the nineteenth century the discussions regarding the de- 
velopment of a medical school identified one of its aims as being to “send 
out well-educated young men to open up the dispensaries of the Island and 
to diffuse a knowledge of European medicine among the poorer classes of 
the community and [thereby] in time supersede the ignorant vedarala” (Pieris 
2001, 17). The vedarala were native physicians practicing a variety of indig- 
enous medical techniques, including Ayurveda, and antipathy toward them 
was well established among practitioners of biomedicine. Despite the efforts 
to reclaim and elevate indigenous traditions (Wickramasinghe 2014, 104), this 
antipathy has continued to manifest itself among some present-day doctors 


and researchers. For much of its history, the Sri Lankan medical profession 
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has not only been highly Westernized, English-speaking, and of high status 
but also cut off from the beliefs and values about health and illness held by 
the majority of the population. 

In more recent times, an inexorable shift toward deregulation and an 
open-market economy has shaped health care access. After the election in 
1977 of J. R. Jayawardena, who led the government with an agenda of fun- 
damental market reform and economic liberalization, the private sector has 
come to play an increasingly important role in health care. In 1978, for ex- 
ample, doctors were for the first time allowed to maintain private practices 
in addition to their government responsibilities, a development that spurred 
a spectacular growth in private provision, particularly in tertiary care. Inter- 
national, market-priced pharmaceuticals also became available (to those who 
could afford to pay for them). In an overview of the health care system, Du- 
litha N. Fernando argued that it is difficult to assess the exact contribution 
made by private health care providers as the sector is not regulated, but she 
estimated that approximately 50 percent of primary medical care in 2000 was 
provided by private sector general practitioners (Fernando 2001). The gov- 
ernment sector has been further affected, particularly in primary care pro- 
vision, as pressures from the World Bank and other international financial 
institutions have increasingly undermined the earlier patterns of welfare ex- 
penditure (Jayasinghe 2002, 6—7).! Furthermore, the import of equipment 
to private medical institutions was greatly accelerated after 1977 by the grant- 
ing of duty-free concessions. The result of these and other developments has 
been an overall trend toward private medicine. 

In contrast, the public sector, which to date has provided free health care 
at the point of need, has fallen further behind the private sector in some 
fields.’ Steven Russell’s investigation of health care in Sri Lanka provided fur- 
ther evidence for the widespread use of private medicine in Sri Lanka 
(2005). His study examined a wide range of income groups and concluded 
that government services, which continue to be provided free at the point of 
need, remain important. Despite the growth of private medicine, people 
do not choose their providers based on whether they have to pay for them or 
not. The interweaving of public and private sectors is now dense both in terms 
of users and providers. The turn to private medicine raises concerns that pri- 
vate provision might even displace the state as the key provider of health 
services altogether. The ability to respond to health care problems has been 


impeded by disjointed management of health matters, administration, and 
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budgeting. For example, in writing about the impact of technology on health 
care, Abeykoon highlighted the “confusion and conflicts over roles, respon- 
sibilities and lines of accountability between central and provincial levels of 
the Ministry of Health” as a “major issue” that resulted from devolution after 
1977 (Abeykoon 2003, 11). Saroj Jayasinghe and Nalaka Mendis also reported 
that the health care system was “fragmented” with poor processes and struc- 
ture and “lacks data and reliable information” (2002, 100; also see Rannan- 
Eliya and Sikurajapathy 2009, 329-36). It is in an environment where health 
care costs rise inexorably and privatization seems to present itself at every turn 
that international medical collaborations are currently being assembled. 

Yet, Sri Lanka is cited by many as a success story for having managed, 
despite low spending and gross domestic product, to run a free national health 
system (Bhutta, Nundy, and Abbasi 2004). Part of this health system was 
the Sri Lankan pharmaceutical policy regime set in place in the early 1970s 
(Cooray 2016). At the time, it was internationally groundbreaking. As one of 
these internationally trained scholars, the pharmacologist Senaka Bibile, who 
had studied in Sri Lanka and obtained his doctorate from the University of 
Edinburgh, devised a so-called Essential Medicines List for Sri Lanka. At 
the time, Sri Lanka depended on imports from the United States and Eu- 
rope and suffered from prices that were too high for people to pay. The Bi- 
bile system consisted of a list of drugs that were considered crucial to the 
health of the population; these drugs were either bought in bulk by the local 
State Pharmaceutical Corporation or were manufactured locally and pro- 
vided for free to patients in public hospitals. The list initially included only 
fifty-two pharmaceuticals, so drug availability was rather narrow, but these 
generics kept prices down (Lall 1977, 692). For example, with the institution- 
alizing of a state-regulated pharmaceutical sector, the prices for antibiotics 
dropped by 85 percent in 1972 even while they were rising elsewhere glob- 
ally (Lall 1977). The World Health Organization (WHO) adopted the sys- 
tem, and a worldwide Essential Medicines List has been released every two 
years. 

Successes in such areas as family planning, nutrition, and female literacy 
have helped bring about substantial increases in life expectancy. Rasika Jaya- 
sekara and Tim Schultz (2007) noted that Sri Lankan life expectancy in- 
creased from around forty-three years of age just before independence to 
seventy-three years in 2004. However, as people began to live longer, they in 


turn contributed to the increase of noncommunicable and degenerative dis- 
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eases such as heart disease and diabetes (Ghaffar, Reddy, and Singhi 2004). 
Palitha Abeykoon (1998) estimated that in the twenty-five years between 1995 
and 2020, the number of those aged sixty and older will have more than dou- 
bled in Sri Lanka. As such, the problems that affect the elderly—such as 
falls, depression, cognitive dysfunction, and severe visual impairment—are 
set to increase significantly (Weerasuriya and Jayasinghe 2005, cited in Jaya- 
sekara and Schultz 2007). Jayasekara and Schultz also suggested that social 
and demographic changes have resulted in a weakening of “traditional and 
extended family networks”; younger generations becoming more dispersed 
and parental generations becoming more isolated has put further pressure 
on the health care system (Jayasekara and Schultz 2007; Widger and Kabir, 
n.d.). Moreover, noncommunicable diseases are on the rise at a time when 
the country is still managing infectious diseases as well as those rooted in 
poverty such as maternal anemia, stunted growth, and childhood malnutri- 
tion (Abeykoon 2003). As such, the health care system is forced to “fight on 
two different fronts” (Gunawardene 1999), and these conditions weigh heavily 
on the resources available in Sri Lanka (Deshapriya and Welikala 2004; Jay- 
asekara and Schultz 2007). As we will see in chapter 3, this emerging epide- 
miological profile is important for international research collaborations: the 
increasing convergence with populations in the West opens the possibility for 
new populations of human subjects to participate in externally sponsored 
trials, and it is into this setting that the research collaborations we describe 
in this book were introduced. 

Finally, it is impossible to give an overview of contemporary health care 
provision in Sri Lanka without reference to the communal and political vio- 
lence that has consumed the island in recent decades. Over twenty-five years 
of conflict between the Liberation Tigers of Tamil Eelam (LTTE) and the 
government of Sri Lanka has taken a major toll on health and public ser- 
vices (Siriwardhana and Wickramage 2014). The bulk of fieldwork for this 
study was conducted during the time leading up to the end of the war, a very 
tense, oppressive era. Ongoing stressful living conditions and fear of deadly 
attacks and more silent dangers such as landmines were the norm for much 
of the population (Reilley, Abeyasinghe, and Pakianathar 2002). The war and 
internal population displacement placed great strain on hospital beds and ser- 
vices with the increased number of people suffering from long-term mental 
and physical health problems and physical disabilities. These conditions have 
left Sri Lanka facing significant challenges for both delivering health care 
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and conducting research. When it comes to improving health care and de- 
veloping infrastructure, powerful humanitarian and economic imperatives 
are at work, to which international research collaborations might speak. In 
documenting the practices of such collaborations, we describe the novel strat- 
egies at work to effect transformative change on the wider health system in 
Sri Lanka. This points to not only material changes but also conceptual ones, 
in which research, evidence, and experimentation begin to figure as essen- 
tial drivers of policy formulation and change. In the next section, we provide 
a brief overview of past biomedical research in Sri Lanka as a necessary 


prelude to our discussion of contemporary research collaborations. 


Biomedical Research in Sri Lanka 


When international collaborations are conducted in Sri Lanka, they do not 
occur in an empty epistemic space. As we have seen, layers of interaction and 
exchange already existed that had built up over many centuries. Within this 
complex mosaic, local scholars will also proudly draw attention to Sri Lanka’s 
own traditions of medical research. Medieval ayurvedic physicians are cred- 
ited with having developed early surgical techniques; their attempts at rhi- 
noplasty to repair facial disfigurement and techniques for repairing anal 
fistula have been documented (Aluwihare 1982). More recent times also have 
seen medical advances, particularly in the fields of surgery and management 
of tropical diseases. For example, Pieris referred to the mid-nineteenth- 
century surgeon P. D. Antonisz being lauded for performing the first suc- 
cessful esophagotomy and ovariotomy (Pieris 2001, 129). Trials carried out 
by local doctors have included a trial to test a cure for hookworm, in which 
patients were randomly selected from local hospitals (Goodwin, Jayewardene, 
and Standen 1958). Pieris also referred to a report in the Journal of the Cey- 
lon Branch of the British Medical Association describing a trial performed at 
the general hospital using morphine and hyoscine as anesthetics during labor 
(Pieris 2001, 132). Other notable interventions in the field of experimental 
trials included one of the first trials of the contraceptive pill in the 1950s, 
which led Darshi Thoradeniya to describe Sri Lanka as a “laboratory for pill 
trials” (forthcoming). 

Despite this history of experimentation, scientific research using random- 


ized controlled trials in Sri Lanka has been limited. In a global survey of 
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science capacity calculated according to networks of collaboration, interna- 
tional and national publications, and availability of funds for research, Sri 
Lanka landed fifth from bottom in a list of seventy-five countries (Wagner 
2008, 132). This result led Caroline Wagner to describe Sri Lanka as one of 
a number of countries that was scientifically “lagging” (Wagner 2008). Al- 
though, as Amit Prasad (2014) reminds, it is important to treat such surveys 
with caution, they also serve a particular rhetorical purpose in justifying 
capacity-building activities. 

In numerous essays and talks published over the last two decades, the em- 
inent Sri Lankan microbiologist Professor S. N. Arseculeratne has main- 
tained a scathing critique of the state of scientific research in his native Sri 
Lanka and provided his own views of why more developments have not been 
made (Arseculeratne 1999, 2008). In Arseculeratne’s view, the problem stems 
not from any global economic or political disparities but from a widespread 
deficiency in the way that science is promoted and understood in Sri Lanka. 
He describes a kind of scientific malaise that runs through the major teach- 
ing and research institutes. He sees this as particularly evident in the way 
that medical education is delivered. Medical doctors are not expected to pub- 
lish research to progress in their careers; for university researchers, publication 
expectations are low or nonexistent. One of Arseculeratne’s main criticisms 
is that medical education is largely based on factual recall and rarely encour- 
ages analytical, experimental, or creative approaches. In one of his talks, 
he spoke of medicine needing to be seen “not merely as a craft with utilitarian 
ends, but as an important component of science with an intellectual back- 
ground that includes the history and philosophy of modern science” (Arsecul- 
eratne 2010). 

According to Arseculeratne, an unfortunate corollary of this deeply en- 
grained utilitarianism is that the curiosity that drives medical research and 
innovation is only weakly present in Sri Lanka. He sees a further inhibitor 
of young doctors’ curiosity in the authoritarian ethos of medical education 
and practice. For medical students, relationships are marked by strong ver- 
tical hierarchies based on the status, knowledge, charisma, and reputation 
of their teachers. The steep power gradients that separate junior medical staff 
from their superiors manifest in a good deal of fear, a concern to avoid of- 
fence, and a tendency to replicate rather than challenge received wisdom; to 
fall foul of a powerful senior is to risk long-lasting damage to one’s reputa- 


tion and future prospects. Such conditions are hardly conducive to a free and 
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open exchange of ideas that challenges orthodoxy and generates innovative 
approaches. 

Given the problems faced by the health sector in Sri Lanka, it is hardly 
surprising that researcher malaise has been further compounded by starved 
research budgets and a significant drain of expertise out of the country. These 
factors go some considerable way to explaining why Sri Lanka has been pro- 
nounced scientifically lagging. 

In contrast to the view of the rote-learning medics practicing in an en- 
feebled research environment, Sri Lankan medical students are also pointed 
toward a venerable tradition in which local doctors working in resource-poor 
settings overcome tremendous odds by using their ingenuity and skills of im- 
provisation. As Pieris put it in her history of the Sri Lankan medical profes- 
sion, “the dedicated government doctor could be described as possessed of a 
perpetual pioneering spirit in that the government service invariably held 
shortcomings which the doctors had to somehow overcome if they were to 
deliver a satisfactory service” (Pieris 2001, 139). In contemporary settings, doc- 
tors still have to be able to perform with limited diagnostic testing facilities 
and make decisions drawing on basic clinical expertise, judgment, and ex- 
perience. The heroic image of the doctor that medical students are taught to 
emulate is that of the healer, who brings relief from suffering in the service 
of others and without thought of material gain—a benevolent, paternalistic 
role that has particularly powerful resonances within Sri Lankan culture be- 
yond medicine. 

The reason for this brief excursion into Sri Lankan biomedical traditions 
is that it provides some sense of what was there before and what some would 
see as an impediment to change. As we will discuss in chapter 6, the extant 
research culture and efforts to transform it through international collabora- 
tion result in a reshaping of the subjectivities that underpin many of the roles 
and relationships that feature in the practice of biomedicine. In particular 
we focus on the relationship between doctor and patient, and the ways in 
which new modes of acting and being are informed by the relationship be- 
tween researcher and research participant. This transformation, however, is 
only partially wrought through practice. Another significant source of such 
transformation is found in the systems of research governance that the new 
modes of experimental research bring with them. In the next section we pro- 
vide, by way of backdrop, a brief history of the rise of research ethics and 


regulation in Sri Lanka. 
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In developing world settings, biomedicine and biomedical research not only 
have become increasingly imbricated with each other but are both now shaped 
by the demands of research governance and regulation. This is particularly 
the case where human participants are involved. The shift from a physician- 
cum-scientist virtue-based ethics to one in which there is externalized evidence 
of ethical intent captured through audit and contract is in many respects 
readable from the rise of ethics reviews by committee. In the most basic of 
terms, the approval of a formally constituted body of experts in the form of 
an ethics review committee (ERC) is intended to ensure that research is 
beneficial, scientifically valid, and above all safe for those who participate 
(Stark 2011). At the time that our research was carried out, the machinery 
for ethics review was being rapidly developed across South Asia, with ERCs 
following a broadly similar institutional and procedural format to those es- 
tablished in Europe and the United States (Douglas-Jones 2012). 

The genealogy underpinning these developments is well established. The 
principles of ethics review, as laid out in the Declaration of Helsinki (World 
Medical Association 2013, paragraph 23), include the need for a clearly for- 
mulated research protocol as well as information about funding, sponsors, 
institutional affiliations, conflicts of interest, and the use of incentives for par- 
ticipants. When the research is to take place in a country different from 
that of the research sponsor, it is expected that there will be a local ethics 
review based on the Helsinki principles, or what is generally referred to as a 
“two-ended review.” The European Medicines Agency (EMA) has empha- 
sized the need for local ethics committees even more strongly, insisting that a 
local ethics committee is a prerequisite for a clinical trial to take place at 
all (European Medicines Agency 2012; CIOMS 2016, 29-31). The Universal 
Declaration on Bioethics and Human Rights takes these requirements 
one stage further, toward research as (a catalyst for) development—the focus 
of our interest here. Article 19, which deals with the topic of ERCs, states 
the following: 


Independent, multidisciplinary and pluralist ethics committees should be 
established, promoted and supported at the appropriate level in order to a) 
assess the relevant ethical, legal and scientific and social issues related to 


research projects involving human beings, b) provide advice on ethical 
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problems in clinical settings, c) assess scientific and technological develop- 
ments, formulate recommendations and contribute to the preparation of 
guidelines on issues within the scope of this Declaration and d) foster debate, 
education and public awareness of, and engagement in, bioethics. (UNESCO 


2005, Article 19) 


Here the remit extends beyond the mere setting of standards and begins to 
move into the realms of capacity building and the creation of a climate in 
which the objectives of the Universal Declaration will be realized. The en- 
couragement for economically developed countries to grow local capacity in 
research governance is typically expressed in terms of empowerment and the 
hope that various forms of ethical imperialism can be mitigated. The involve- 
ment of host-country ethics committees in research governance also brings 
into play their knowledge and experience of local conditions, which it is be- 
lieved will facilitate the research and benefit its participants. 

However, a number of problems are usually identified in the development 
of the two-ended ethics review model. As Ruth Macklin pointed out, the tie- 
up between the ends often leaves much to be desired; even though it is now 
common to have host and sponsor engaged in ethics review, there are few 
link-ups between ERCs and little by way of significant and potentially pro- 
ductive exchange (Macklin 2004, 152). Concerns have been expressed about 
the competence of local bodies to review research in a way that is broadly 
equivalent to the sponsor country’s procedures. Questions also arise when host 
and sponsor country ethics committees appear to work with fundamentally 
different ethical standards and principles. Such discrepancies have been the 
case in a number of clinical trials where local committees, after full ethics 
review of a project, appeared to be prepared to accept standards much lower 
than would pass in economically developed countries. Paul Farmer goes fur- 
ther still, identifying these discrepancies as the tacit acceptance within 
international biomedical research of fundamental health inequalities be- 
tween low- and high-income countries (Farmer 2004, 200; see also Geissler 
2013). He suggested that structural differences are at times read as “cul- 
tural” differences and dismissed as acceptable local practices. 

Notwithstanding these concerns, ERCs are now a ubiquitous feature of 
research governance. During the period covered by our research, many Sri 
Lankan doctors and academics were fervently engaged in capacity build- 


ing in bioethics, specifically in relation to research ethics and governance 
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(Douglas-Jones 2012). The reasons were simple: without corresponding lo- 
cal review procedures, the experimental research activity taking place in Sri 
Lanka would not be recognized as part of the global episteme of ethically 
validated knowledge production. In other words, the opportunities for in- 
ternational collaboration would be severely limited, and with this would come 
the kind of epistemic exclusion discussed in the introduction. 

Partly in response to the potential loss of opportunity, between 1980 and 
2006 the number of ERCs in Sri Lanka rose steadily from two to fifteen. At 
the time of our research in 2010, the figure was twenty, with more planned. 
Ethics committees were established in the universities of Colombo (1981), Per- 
adeniya (early 1980s), Galle (1984), Jaffna (1985), and Kelaniya (1995) as well as 
the Sri Lanka Medical Association national committee (1999) (Dissanay- 
ake, Mendis, and Lanerolle 2006). According to local commentators, in the 
1990s training in medical ethics was badly in need of updating and develop- 
ment in response to scientific and technological advances in biomedical 
sciences and to the changing structure of health care delivery. Vajira Dis- 
sanayake, N. Mendis, and R. D. Lanerolle (2006) described the transition as 
being from a well-established medical ethics concerned essentially with the 
conduct of doctors in relation to their patients to one that was more closely 
aligned with the directives of a global bioethics. 

In 2007, the Forum of Ethics Committees Sri Lanka drafted a guideline: 
“Ethics Review Committee Guidelines: A Guide for Developing Standard 
Operating Procedures for Committees That Review Biomedical Proposals.” 
This document was intended to unify the island’s diverse procedures in the 
context of ethics reviews. The direction of travel was at that time strongly 
influenced by a widely read article by Ezekiel Emanuel, David Wendler, and 
Christine Grady (2000) entitled “What Makes Clinical Research Ethical?” 
This article has been influential in providing ethics committees in the devel- 
oping world with a checklist of sorts when it comes to dealing with outside 
collaborations. Although this national guideline now exists for Sri Lanka, 
many committees have in fact developed their own standard operating pro- 
cedures, rendering the landscape of ethics review quite diverse. 

Capacity-building initiatives around ethics review and research gover- 
nance in Sri Lanka have drawn strong support from medical elites keen to 
engage with the opportunities that international research collaboration makes 
possible (see Douglas-Jones 2012). This support has resulted in the opening 


up of new institutional spaces in which novel forms of advocacy and activism 
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are evident. Support for local capacity-building initiatives has come from 
organizations such as the Forum for Ethical Review Committees in Asia and 
the Western Pacific (FERCAP), the Strategic Initiative for Developing Ca- 
pacity in Ethical Review (SIDCER), and the Global Forum on Bioethics 
(GFB), all of which signal the bioethical collaborations which necessarily 
underpin scientific collaboration. Affiliation to these organizations and the 
establishment of local branches (for example, FERC—Sri Lanka) has been 
an important route to harmonization and the dissemination of good prac- 
tice. It is also a way for local researchers to connect with regional networks 
and to participate in transnational research assemblages. For example, the 
Colombo Medical Faculty committee has had access to training from the U.S. 
National Institutes of Health located in Bethesda, Maryland. A researcher 
from the faculty has completed a bioethics degree there, and bioethics lec- 
tures have been streamed to students. The Colombo Medical Faculty Ethics 
Committee is also accredited by the Strategic Initiative for Developing Ca- 
pacity in Ethical Review (SIDCER), an initiative which emerged out of col- 
laboration between the WHO and the Special Programme for Research and 
Training in Tropical Diseases (TDR). At the time of writing, no other eth- 
ics committee in Sri Lanka had this accreditation. The National Science 
Foundation, whose ethics committee authorizes applications that have na- 
tional reach, has developed its provision through training provided by 
UNESCO. Finally, only eight out of the twenty ethics committees operat- 
ing in the country at the time of this writing are accredited by the Sri Lankan 
Drug Regulatory Authority to give ethics clearance to clinical trials. These 
ERCs were in the University of Colombo, University of Kelaniya, Univer- 
sity of Sri Jayewardenapura, University of Peradeniya, University of Ruhuna, 
University of Jaffna, the Sri Lanka Medical Association, and the Medical Re- 
search Institute. As we will see in chapter 8, awareness of the regulatory 
landscape is important when it comes to understanding the internal debates 
and positions that are thrown up when bioethics and research governance 
are addressed in the local context. 

Arguably, however, when it comes to clinical trials regulations, most ERCs 
follow the latest version of the International Conference on Harmonization 
Good Clinical Practice Guidelines (ICH-GCP). These guidelines provide an 
authoritative summary of good practice for industry-funded clinical trials 
from the European Union, Japan, the United States, and, more recently, from 


Australia, Canada, the Nordic countries, and WHO. These widely used 
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guidelines aim to provide “a more economical use of human, animal and ma- 
terial resources, and the elimination of unnecessary delay in the global de- 
velopment and availability of new medicines whilst maintaining safeguards 
on quality, safety and efficacy, and regulatory obligations to protect public 
health” (Dixon 1998). ERCs are thus required to abide by an evolving cor- 
pus of principles and practice guidelines and render these operative in local 
settings. The need to be trained in all these aspects of research governance 
is a source of considerable capacity-building endeavor. Rachel Douglas-Jones 
(2012), in a study of capacity building for ERCs across Asia, has drawn at- 
tention to the significance of standard operating procedures (SOPs). She 
showed how, by using a locally adopted template of SOPs, ERCs are able to 
avoid the challenge of managing cultural specificity in the face of universal 
values. 

In addition to universities and hospitals, promotion of bioethics has also 
taken place in the nongovernmental sector. The Institute for Research and 
Development (IRD) is a nongovernmental organization of local doctors who, 
drawing on their own networks of international facilitators, run their own 
training workshops. The IRD is primarily geared to promoting the link be- 
tween scientific research and development but doing so in a way that fully 
recognizes the power differentials that plague this relationship. Bioethics is 
one of the discourses adopted to analyze and critique this relationship. Mem- 
bers of this group produced their own take on developing world bioethics in 
the book Research Ethics from a Developing World Perspective (Sumathipala 
and Siribaddana 2003). This was the first attempt in Sri Lanka to comple- 
ment, with local voices, the vast corpus of Western-facing commentaries 
on the ethics of biomedical research. The book draws attention to the ab- 
sence of ethics guidelines for research in Sri Lanka as well as the need to 
engage with the fundamental inequalities that characterize health research 
in the global south. 

At one end of the spectrum of local concerns for the need for bioethics lie 
prosaic concerns about the protection of vulnerable subjects and the belief 
that the discipline of bioethics can provide some leverage on this issue. For 
example, the recruitment of local participants to international clinical trials 
has produced a range of justifications, rationales, excuses, explanations, and 
accusations of exploitation and has on occasion resulted in trials being closed 
down because of concerns about their actual or potential harm to the par- 


ticipants. The IRD has been vociferous in raising such concerns and has 
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drawn on bioethics discourses as a way of highlighting exploitation while at 
the same time promoting local scientific research as integral to development 
in Sri Lanka.* 

At the other end of the spectrum, however, is a rhetoric of bioethics that 
addresses the novel technologies that are arriving in Sri Lanka. In addition 
to international clinical trials, these technologies include transplant surgery, 
gene technology, and assisted reproductive technologies, all of which raise 
questions about the limits of medical intervention as well as issues of access 
and equality.’ These biomedical and technological advancements create an- 
other conduit for particular kinds of bioethics discourses to enter into Sri 
Lanka. Local doctors and scientists want to show that they are progressive 
not only in science but also in the ethics by which the science is evaluated 
and governed. Having ethics expertise in place plays an important role in 
demonstrating to international audiences that Sri Lanka is on a par with most 
recent developments elsewhere. Here, ethics has the role of both facilitating 
possible future research and operating as a mode of protection. Where ex- 
ternal audiences are concerned, there is anxiety that charges of ethical laxity 
or deficiency might be indexed to estimations of national development and 
scientific credibility. 

All these activities, although local in their implementation, are under- 
pinned by international funding. They also involve a great deal of movement 
of personnel into and out of the country for training and dissemination 
events, and they result in publications in international medical journals (e.g. 
Dissanayake, Mendis, and Lanerolle 2006; Sumathipala et al. 2003; Su- 
mathipala, Siribaddana, and Patel 2004). In short, capacity building in bio- 
ethics is not simply a context that is created to receive new kinds of knowl- 
edge and expertise; it is thoroughly enmeshed in international exchanges 
(Simpson et al. 2015). The complexities that underlie the apparently simple 
objective of “capacity building” are further evident in the emergence of di- 
verging lines of argument among different interlocutors in the discourses 
around bioethics in Sri Lanka. 

Next we turn to an account of how we positioned ourselves—or rather 
were positioned—within biomedical research and international collaboration 
as a field of anthropological enquiry. We were dealing with people who had 
clear ideas and insights about the worlds in which they lived and which we 
attempted to participate in. Entanglement in this agenda meant that there 


were various points at which our research practices folded back on the con- 
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texts we were attempting to study. We were engaged in mutual knowledge 
making regarding bioethics and clinical trials, and spaces opened up for di- 
alogue and collaborative reflection. The points where different collaborative 
intentions meet are not just about access—they have fundamental epistemo- 
logical and ontological implications for the way that ethnography is formu- 


lated and produces its effects. 


Converging Traditions of Collaboration 


Collaboration has become a key paradigm when it comes to thinking about 
how scientific research should be conceptualized and organized.® The rhe- 
toric of collaboration would suggest that working together across disciplines 
and research groupings produces important synergies: improving access 
to, and use of, equipment and resources (Wray 2002); bringing together 
complementary scientific competences resulting in shared access to samples, 
data, and equipment (Melin 2000, 34); providing novel solutions to problems 
(Thagard 2006); arriving at more reliable results (Fallis 2006); and achieving 
greater efficiencies in research practice and knowledge transfer (Beaver and 
Rosen 1978, 1979a, 1979b). As we will see later in this chapter, this paradigm 
has also opened up spaces for social scientists to engage in collaboration with 
scientists. 

In the foregoing account of Sri Lankan biomedicine, research and gover- 
nance and relations with foreign researchers and agencies are widely evident. 
Now we turn to another question: What does it mean to situate ourselves 
ethnographically within this ongoing flow of collaborative engagement? Car- 
rying out ethnographic research among those undertaking international 
collaborative research activities initiated reflection on our own position as re- 
searchers and the epistemologies we were drawing upon. Working with this 
particular community of highly educated and critically reflexive informants 
inevitably shaped the character of the research we undertook. We could not 
take a “view from nowhere,” and we ourselves became collaborators of a kind, 
with collaboration becoming central to our methodological engagement with 
the field. 

As with the notion of para-ethnography, developed by George E. Mar- 
cus and Douglas Holmes, we were concerned to find more appropriate ways 


of acknowledging the character of fieldwork in settings in which science and 
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a technocratic ethos are central (Holmes and Marcus 2008a; see also Marcus 
2013). As Holmes and Marcus put it, “these [para-ethnographic] experiments 
speak to a particular problem: How do we pursue our inquiry when our 
subjects are themselves engaged in intellectual labors that resemble approx- 
imately or are entirely indistinguishable from our own methodological 
practice?” (Holmes and Marcus 2008b, 595-97). The description of para- 
ethnographic moments at various points in this analysis identifies the sub- 
jects of our enquiry as people who reflect and creatively theorize about their 
own work and worlds—thus, we are dealing with “counterparts” rather than 
“others” (Marcus 2013). The relationship we aspire to is thus not one in which 
there is a crude extraction of data but one in which we ourselves are en- 
gaged in collaborative relationships and epistemic partnerships. As Monica 
Konrad (2012) suggests, however, to study collaboration is to open up novel 
questions of positionality within the ethnographic endeavor—what are we 
to make of “collaborators collaborating”? Working in collaboration on col- 
laboration is a radical departure for classical single-authored anthropologi- 
cal fieldwork. What consequences do “epistemic communities” composed of 
highly trained scientists and researchers hold for the conduct of ethnographic 
research (Heckler and Russell 2008)? 

One important response to this question is that studying others going 
about the business of collaboration necessarily requires us to be drawn into 
particular kinds of relationships with them. Carried in on the back of the 
anthropologists’ own version of collaboration—a willingness to engage con- 
structively with the local scene—we encountered another kind of collabora- 
tive intent coming the other way, as we ourselves became conscripted as col- 
laborators. Before actually beginning our part of the International Science 
and Bioethics Collaboration (ISBC) project research in Sri Lanka, it was nec- 
essary to make formal approaches to the institutions and groups with which 
we hoped to work. Having secured ethics approval from the review boards 
of Cambridge and Durham universities, with which the project was affili- 
ated, it was necessary to obtain local approval in Sri Lanka. 

For many of the Sri Lankan medical researchers with whom we went on 
to work, the idea of a review board in the United Kingdom giving approval 
for research that would go on in another country seemed inherently prob- 
lematic. Thus, it came as no surprise that we were asked to submit an ap- 
plication for ethics review to a local ethics committee. Applying for this 


approval signaled particular collaborative intent and shaped how our inten- 
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tions were to be grafted onto local networks. At the time, the clearance had to 
come from a medical ERC because our study was seen to be focusing on 
matters of health, even if by proxy. Moreover, at that time the local social sci- 
ence departments did not have any ethics committees. However, working 
without ethics clearance was not viewed as an option for us by our medical 
collaborators, who were building up expectations that having ethics clear- 
ance was mandatory for outsiders wanting to carry out research in Sri Lanka. 

The form we completed was lengthy. Most of the items on it were geared 
to biomedical research and the collection of samples, so “n/a” (not applica- 
ble) was our most frequent response. It also required us to specify what, how, 
where, who, and how many we were going to study, in ways that implied 
levels of natural science, experimental prescience, and control that do not sit 
well with an ethnographic approach (Simpson 2011). Nonetheless, the form 
was important evidence that detailed who and what we were about, yet one 
element of the transaction made us think further about our local relations. 
Section 3.3.2.1 of the Ethics Committee Guidelines for Sri Lanka specifies 
that 1) a local collaborator (coinvestigator) from Sri Lanka with equal respon- 
sibility is essential, and 2) a written agreement regarding the sample/data 
ownership publication strategy (including issues such as authorship and the 
right of the Sri Lankan collaborator to publish data pertaining to Sri Lanka) 
and intellectual property rights should be in place (FERCSL 2007). It was 
clear that without the ERC’s approval our research could not progress—a 
local imprimatur was essential. 

Even though we upheld the collaborative prospect and saw value in a 
shared process, some of these notions did not fit with our ideas about eth- 
nography as a way of working with others to understand their social and cul- 
tural practices. On the one hand, we were not “recruiting” people for a 
study in the strict sense of the term, nor did we see our questions as “inter- 
ventions” being rolled out. Nor did we know exactly in advance who we were 
going to work with or how we were going to proceed. We also were con- 
cerned that collaboration might compromise our academic freedom in some 
way. In short, as social anthropologists, we found these ethics forms moving 
us into a rather unfamiliar methodological territory. 

We discussed our concerns with our main contact-cum-gatekeeper-cum- 
collaborator, and we were reassured that the form was really to protect against 
“other kinds of researchers’—namely, those who come from the global 


north to prospect and extract without due reward or recognition for local 
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researchers, who at worst act in ways that harm local populations. The spec- 
ter of the unethical researcher loomed large in local discourses, particularly 
where foreign researchers were concerned. The history of serious exploita- 
tion by outsiders has been too long and too flagrant for this not to be the 
case. Although it was made clear to us that we were not seen as falling into 
this category, we nonetheless had to fill in the forms. No doubt it was a pre- 
cautionary measure, just in case we turned out to be something other than 
what we appeared—in case we turned out to be just the same as all those 
others. The form did indeed cause much anxiety, particularly for Rachel 
Douglas-Jones who, as a doctoral student engaging in first-time fieldwork, 
was in a rather different relationship with her collaborators. 

Ultimately, once they were completed and successfully reviewed, the forms 
were never referred to again. In many respects, the documents and the pro- 
cess of review functioned more as a public legitimation of our relationship 
with our collaborators than as an evaluation of the potential of our research 
to cause harm to our subjects. In short, the ethics review for this particular 
research was as much about marking the relationships that the research 
would initiate as it was about the protection of those who would participate 
in it. From the outset, collaboration was folded into our research in ways that 
would shape and prescribe both what we researched and how we could go 
about it. This was not fieldwork as we had known it (Clifford and Marcus 
1986; Faubion and Marcus 2009; Marcus 2005; Rabinow et al. 2008; West- 
brook 2009). 

The vectors of our own collaborative tradition did not entirely meet with 
those of the people we wished to carry out research among. As Holmes and 
Marcus put it, “the ethnographer is a figure whose presence is anticipated” 
(2008a, 86); that is, there was a further dimension to our inculcation as col- 
laborators. In this process of ethics clearance, we ourselves were subject to 
a counter-subjectification with its own ethics justification, not least of which 
was to make our interests visible. Taking this proposition seriously involved 
a shift in attention from our reflexive concerns to the uses of collaboration as 
an idiom to place us in somebody else’s world. This is hardly surprising given 
that Sri Lankan society is one in which hierarchy, status, competition, and 
professional jealousy have to be negotiated on a daily basis. The idea of an 
objective and unattached researcher moving between different factions and 
interest groups was not only unrealistic but unfeasible. Incorporation into one 


part of the network necessarily precluded closeness to another part of it— 
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you have to choose your camp and, in so doing, understand what it is that is 
obscured as well as what this makes visible (Simpson 2006). In other words, 
that we had to collaborate should be seen alongside a rather more important 
observation: we were granted access in order to be collaborators, and collab- 
oration was inevitable to conduct this research. 

This way of looking at ethnographic fieldwork makes visible a particular 
set of dynamics concerning power and exchange. In a resource-constrained 
setting, collaboration with overseas researchers was seen to bring a number 
of benefits, both material and symbolic. It is, in effect, an attempt to reverse 
the process of draining away intellectual and human capital that continually 
undermines local efforts to create sustainable scientific communities. The 
passivity and distance that belies the designation “informant” thus gives way 
to creative attempts by local scientists and doctors to realize collaboration as 
something tangible and beneficial rather than merely rhetorical. From the 
perspective of our “subjects,” the question that might be asked is, What, if 
anything, is to be gained as we enter into the assemblage of international so- 
cial science research? 

Some of the answers to this question clearly point to instrumental strate- 
gies. We have been asked by our collaborators at various points to provide 
input in ways that blur the boundary between research and practice and on 
occasion took us beyond our expertise and capability (such as the request for 
us to advise and help run a master’s course in bioethics, supervise MPhil stu- 
dents, and help with PhD applications). Other requests, however, lay more 
in the realm of dialogue and the exchange of ideas about objects of common 
interest and concern. This included inputs into the supervision of local stu- 
dents who might not otherwise have access to social science perspectives on 
biomedicine, the coauthoring of publications, and the presentation of talks 
and seminars for local consumption. 

Our subsequent attempts to think through the complex mesh of relation- 
ships in which we found ourselves operating was helped considerably by 
what transpired at a meeting held in the United Kingdom at which a group 
of social scientists came together to share their experiences of working with 
biomedical scientists.’ The workshop, called “How Do We Collaborate?,” and 
the discussions held in that meeting were reported in the journal Biosocieties 
(Prainsack et al. 2010). The nub of the issue was that in Europe, the United 
Kingdom, and the United States there is a growing tendency to include so- 


cial scientists in projects that were hitherto strongly, and often exclusively, 
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marked as the preserve of biomedical scientists. The rise of the “ethical, legal 
and social implications (ELSI) of science” agenda,’ for example, has provided 
a widely accepted formulation of why purely scientific forms of expertise and 
practice need to be complemented by other kinds. The “How Do We Col- 
laborate?” meeting was productive in enabling social science researchers from 
a range of disciplines to share insights and air frustrations and difficulties 
when working with professionals who are 1) practicing scientists and there- 
fore themselves researchers, 2) interested in the representations that might 
be created about them and their practices, and 3) potentially in a position to 
exercise varying degrees of influence or “objection” (cf. E. Simpson 2016)— 
as stakeholders, users, and collaborators—over the conduct and outcomes of 
a research project. The workshop opened up many important issues arising 
from the engagement between social and biomedical scientists: identifying 
confusion, peer relations, objectivity, space for criticality, and the problem of 
“going native,” to name but a few. Many of these issues seemed to be made 
visible because of a particular kind of framing. This effect was apparent in 
the eventual write-up, in which the day’s discussions were parceled into sec- 
tions: “getting access,” “inside the field,” and “outside the field” (Prainsack 
et al. 2010). 

The day’s initial discussions addressed the premise that social scientists 
collaborate with life scientists and medical researchers to get access to their 
studies, but once access has been granted the social scientists may be faced 
with compromising situations and trade-offs to retain their inside position 
and “positive relations with informants” (Prainsack et al. 2010, 281). In re- 
flecting on how to manage these relations, especially after fieldwork has 
ended and when interpretations in publications may be questioned or vetoed, 
the discussion suggested that predetermined contracts or codes for mutual 
rights and duties, even when difficult due to the emergent and creative line 
of work, may mitigate problems in expectations. 

This way of framing the research encounter is only helpful up to a point, 
and it barely addresses the complexities we are keen to explicate here. The 
main concern is that this conceptualization smuggles in traces of an objec- 
tivity that reifies the role and identity of the social science researcher within 
the collaboration. Framing the discussion in terms of “getting access” and 
being “inside or outside” casts the researcher as a kind of double agent 
who can enter, collect data, and exit with a snatched fragment of reality. The 


language of “informants” and “collaboration” seems troublingly consistent 
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with the cooler themes of collaborative engagement (as we discussed in 
chapter 1). 

In the crisis of representation that has unfolded in anthropology since the 
1970s, there has been what Marcus Schlecker and Eric Hirsch describe as 
“an increasing erosion of the idea that any perspective could adequately cap- 
ture an ‘out-there reality’” (2001, 77). When attempting to study communi- 
ties of experts and professionals, the intertwining of knowledge production 
between “those who are being studied” and “those who study” brings into 
question the assumption of us and them that is implicit in this way of fram- 
ing the field. The problem is further compounded when the biomedical prac- 
tices and domains we are seeking to study are located outside the global 
north. When operating beyond the well-documented and well-represented 
institutions of the America and Europe, the conceptual tools of culture and 
society that are used to study such encounters seem badly worn and run into 
considerable difficulties (Anderson 2009). 

In reflecting on our own collaborative engagement with the world of bio- 
medical research in Sri Lanka, we are perhaps beginning to move toward 
arrangements in which the social science researcher is rendered analytically 
visible and his or her role is not limited simply to working out the ethical, 
legal, and social implications (ELSI) of scientific research (see also Balmer 
et al. 2015). The rhetorical engagement of science and society into which so- 
cial scientists are now being drawn (here, read “needing to do/have impact, 
to disseminate to stakeholders and end-users, to engage with publics of sci- 
ence, and, indeed, to collaborate”) opens new possibilities and constraints 
when it comes to ethnographies of scientific research. 

A further layer to this analysis was our collaboration as anthropologists. 
The “self” doing the analysis was not a customary single author—we were, 
in fact, already a crowd. It is to this multiauthored research approach that 


we will turn next. 


Collaborators Collaborating 


In putting collaboration into context, there is a further tier to consider, one 
that is rarely broached in anthropological accounts of research: the collabo- 
ration that goes on between ourselves as researchers. Working in teams 


made up of researchers with different levels of experience and disciplinary 


48 Chapter 2 


backgrounds has long been the norm in science research, but mainstream 
anthropology has until recently had a tradition of single authorship. In 
the changing climate of research funding and with a greater push toward 
large projects, this tradition is now challenged. The “community of prac- 
tice” (Lave and Wenger 1991) is not such a familiar one for social anthro- 
pologists although applied medical anthropologists have long worked in 
medical research collaborations (for example see Anderson’s 2008 account of 
the discovery of kuru, a protein-borne neurodegenerative disease in Papua 
New Guinea in 1960s). 

For projects of the scale and ambition of the ISBC research, there was an 
assumption, at least on the part of funders, that we could easily realize the 
hoped-for synergies of collaboration. The question is thus not just How do 
we collaborate with “them”? but also How do we collaborate with each 
other? Our general assessment was that anthropologists are not particularly 
good exemplars of collaboration with one another (Elliott and Thomas 2017). 
This is not the place to account for the ups and down that we experienced 
as a team (and there were many). Rather, we want to signal the creative pos- 
sibilities inherent in collaborative ethnography both as a practice and in 
writing. 

Unlike the lone fieldworker producing an individually authored text, the 
ISBC research comprised a team who had to develop a collaborative prac- 
tice. Given the foregoing discussion, it would seem disingenuous not to bring 
this perspective to the table. The ISBC project was an extremely large and 
complex research initiative. In its conception, it was far from conventional 
anthropological fieldwork. It was made up of a principal investigator (Marilyn 
Strathern), coinvestigators (Monica Konrad, Margaret Sleecboom-Faulkner, 
and Bob Simpson), research associates (Salla Sariola, Seyoung Hwang, and 
Birgit Buergi), and PhD students (Rachel Douglas-Jones and Achim Rose- 
mann). The Durham team, who focused on Sri Lanka, comprised Bob, 
Salla, and Rachel—that is, a senior academic, a recently graduated PhD 
student as a postdoctoral researcher, and one student just starting doctoral 
research. Bob had worked in Sri Lanka over many years; he had begun 
working on issues related to Western biomedicine in 2000 with examining 
the reception of new reproductive and genetic technologies (Simpson 2004a, 
2004b, 2004c, 2004d, 2007a, 2007b). This work put him in touch with many 
of the key people in the emerging field of bioethics with whom he was able 
to continue working throughout the ISBC research. 


Collaboration in Context 49 


The prior and ongoing relationships that Bob had were crucial to the sub- 
sequent integration of the other ISBC researchers into the local networks. 
There was already a degree of trust and familiarity that made introductions 
to key people less of a challenge than they might have been otherwise (al- 
though this was not always the case!). Rachel, who studied the development 
of capacity building in ethics reviews in Sri Lanka, continued to follow her 
“object” by working in sites across South Asia and the Asia Pacific region. 
For her doctoral thesis, she produced an outstanding account of how bureau- 
cratic standardization is made to engage with local ethical, political, and 
cultural norms and variations, and how, in turn, new standards emerge 
(Douglas-Jones 2012). Salla spent a year and a half in Sri Lanka immersing 
herself in the networks running clinical trials, including about four months 
observing each of the trials in hospitals, attending board meetings, visiting 
laboratories, and interviewing frontline researchers such as research assistants 
and investigators. During Bob’s frequent visits to Sri Lanka, we interviewed 
ethics committee members, graduate students, pharmacists, technicians, au- 
ditors, and other key informants. The fieldwork on which this book is based 
thus spanned more than a decade. The relationships with our collaborators 
have continued through to the present day, and several of them read parts of 
the manuscript. 

Over this period, we have been able to follow the fates and fortunes of 
the individuals, groups, and collaborative ventures in which they participated. 
Thanks to our relationships with the senior management involved in each 
of the trials that we observed, we had more or less unfettered access to the 
running of each of the studies. (Nota bene: It was not part of our research 
design to focus on the participants in the trials.) An important reason for 
the generous access we were granted was that in both organizations there 
was considerable interest in dialogue with social scientists about their work. 

Our endeavor could thus be described as multipeopled. In a homage to 
the work of Marilyn Strathern, Adam Reed has taken up the question of how, 
in contrast to single-authored and individually owned marks of scholarship, 
we might properly acknowledge the efforts and inspirations of others. Reed 
prefers to describe the process as one of “blurred agency” (Reed 2011, 177). 
In our efforts to put this book together, we experienced a growing sense of 
blurred agency, encouraged by the time that we had spent together during 
the project: Bob came to Sri Lanka for Salla’s longer periods of fieldwork, 
during which time we did fieldwork together, traveled around Sri Lanka 
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visiting hospital sites together, conducted interviews together, and shared a 
house—which meant yet more long hours talking about our observations. 
During these discussions, we compared our observations and interpretations 
of what we had seen. Back in the United Kingdom, Salla was a regular visi- 
tor at the dinner table of Bob and Joanna (his partner), and we spent hun- 
dreds of hours talking and analyzing notes about the trials and the people 
involved. We drew mind-maps, categorized events, interview data, and ob- 
servations, and looked for vignettes to capture the patterns we came across. 
As we wrote articles together and finally the present publication, drafts were 
sent back and forth, and there came a point when it was no longer clear whose 
idea was whose and who had written which parts. Our experiences had, to 
a significant degree, become merged. 

Eventually, familiarity with one another’s data, writing, and thinking 
meant that it became extremely difficult to draw distinctions for what could 
be individually authored. More to the point, it did not really matter—although 
we had different interpretations at times, these points of contention became 
part of the fabric of our analysis, which was multiple rather than aspiring to 
a singular view from nowhere. With that said, we have narrated most of this 
book as though from a third-person perspective. Thus, except when using 
direct quotes from Salla’s fieldwork notes, our perspectives pass through one 
another, as do those of our interlocutors, in ways that minimize individual 
authorial ambition but hopefully set international research collaboration in 


a new light. 


Collaboration as Method, Ethnography as Effect? 


In this chapter thus far we have drawn attention to how our collaborative 
engagement with an epistemic community of biomedical researchers became 
mingled with the collaborative relations we were attempting to study. Inas- 
much as we were studying the emergence and consolidation of collabora- 
tive research and bioethics in Sri Lanka, we were also engaging in dis- 
cussions, participating in events, and leaving various traces of our own 
knowledge behind. All these activities fold into our overall intention to 
capture these worlds as an ethnographic account. Treating our own col- 
laboration as an example of an international collaboration of the kind that 


we were studying is an example of how this reflexivity can contribute to an 
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analysis of collaboration—we represented an experience of how interna- 
tional collaboration happens. 

Ethnographic fieldwork is always an untidy tracking back and forth when 
it comes to the people whose worlds we are trying to make sense of. As such, 
our ethnographic contribution draws attention not so much to the difficulty 
of getting access but to the inevitability of being drawn into the assemblage 
of global biomedical science research. Yet too much involvement in the ethi- 
cal and collaborative endeavors of the trialists ran the risk of our becoming 
advocates or apologists for the trials industry, or perhaps even being merce- 
naries of sorts. There were numerous occasions when we were introduced 
as bioethicists or experts in ethics—thus appearing to outside observers as 
investigators who were there to ensure that trials were conducted properly. 
People interpreted our research on trials, ethics, and collaboration as “qual- 
ity control.” 

Although this sort of representation may be uncomfortable for an observ- 
ing ethnographer, in the collaborative mode such labels by association may 
be difficult to avoid. Conversely, with too much detachment one will remain 
an alien—remote and peripheral from what is most meaningful in people’s 
lives and daily practices. Too short a contact leaves the analysis shallow, and 
too much engagement risks the researcher losing perspective. Dealing with 
this oscillation in practice is both uncomfortable and demanding, as has been 
evident in the personal accounts of fieldwork going back to the inception of 
the discipline of anthropology (for example, see Hortense Powdermaker’s 
1966 classic Stranger and Friend: The Way of an Anthropologist). The language 
of relational engagement that anthropologists have devised reflects these am- 
biguities with some poignancy: “collaboration” (think occupation?), “com- 
plicity” (think partnership in an evil action?), and “para-site” (think unwanted 
hanger-on?). These are all terms likely to bring puzzlement and even alarm 
to those whose worlds we are trying to understand. Yet these are terms that 
were intended to dislodge an already deeply embedded conceptual inheri- 
tance that has structured the way relationships in research have been typi- 
cally conceived: informant (think police?), field (think boundaries and con- 
tainment?), gatekeeper (think access and control?). 

Although it may be tempting to conceive of the anthropologist as enter- 
ing, becoming immersed in, then exiting a “field,” the dynamics, as we have 
shown, are rather more complex. The postulation of a field misses the point 


that collaboration is the dominant mode of knowledge production at large 
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and anthropology is but one part of this. While collaborating, we were part 
of the agenda of our collaborators. Whether explicitly or not, we were seen 
as allies in the pursuit of strategic ends concerning the promotion of biomed- 
ical science and bioethics in Sri Lanka. 

The process of thinking through issues of collaboration and ethics has 
been a long one, and it has been one where we have had a chance to reflect 
on collaboration as being not just about relationships that exist among “them” 
but also the relationship between “us” and “them”—and indeed the rela- 
tionships among “us” as ethnographers amid the changing mise-en-scène 
of anthropological enquiry. Once situated in this relational web, it becomes 
increasingly difficult to separate the ethnographer from the fabric of the 
collaboration as it is realized in the networks, motivations, and histories of 
doctors, scientists, and policymakers working together. In this account, we 
have thus moved a long way from the idea that ethnography might be an 
appropriate method for gaining access to the work of scientists for studying 
collaboration. Indeed, collaboration itself becomes a methodology, with 
ethnography one of its effects. In the next two chapters, we describe the 
collaborations that were set up to enable two different kinds of trials to pro- 
ceed. The first was an industry-funded trial of a drug to relieve joint pain; the 
second was a charitably funded trial of a drug to improve the survival 
rates of those who have ingested organophosphate poisons. Each of these 
examples provides us with a context to demonstrate ethnography as collab- 


orative effect. 


Chapter 3 


THE Joint Pain TRIAL 


Clinical research and clinical trials: Medical research studies designed to 
answer scientific questions and to find better ways to prevent, detect or treat 
disease. A large number of clinical trials are confined to testing the safety 


and efficacy of new medicines. 


(FROM THE GLOSSARY OF THE NUFFIELD COUNCIL ON 


BIOETHICS REPORT 2002, 185)! 


Ethics re-describes accountability as a matter of responsibility towards those 
who will be affected by the outcome of certain actions. 


(STRATHERN 2000, 292) 


In recent years, the globalization of biomedical research has proceeded 
apace. Commercially viable research that discovers and improves drugs, 
therapies, and surgical techniques is no longer limited to economically 
developed parts of the world but now figures in the national planning of 
regions that are “economically developing” (Akrong, Horstman, and Arhin- 
ful 2014; Brown 2015; Chataway, Kale, and Wield 2007; Cooper 2011; Ka- 
mat 2014; Petryna 2009; Rosemann and Chaisinthop 2015; Sunder Rajan 
2005; Zvonareva et al. 2015). A primary driver of this activity is to be found 
in the commercial interests of the global pharmaceutical industry and its 
quest for new research populations. Ever larger samples are required to 
conduct statistically robust clinical trials, and the emerging economies of 
the global south are attractive to the industry because their populations 
are more accessible, cheaper, easier to manage, and comparatively “treat- 
ment naive” (Cooper and Waldby 2014; Fisher 2009; Petryna 2009). An- 
other significant pull factor from the developing world is the prospect of 


shortening and reducing the cost of the drugs pipeline by relocating trials 


54 Chapter 3 


activity to parts of the world where labor costs and raw materials are 
cheaper and the ethical overheads that attach to trials are lower than in the 
global north. 

Expansion of trialing activity goes hand in hand with expanding markets 
for pharmaceuticals and the possibility of selling drugs to the billions of 
people in the emerging economies of countries such as Brazil, India, Indo- 
nesia, and the People’s Republic of China. Across the economically develop- 
ing world, millions of people are now entering a global marketplace as health 
consumers. Indeed, pharmaceuticalization has recently been identified as a 
natural successor to medicalization (Bell and Figert 2012; Dumit 2012; 
Sariola et al. 2015; Williams, Martin, and Gabe 2011). The term is meant to 
capture the pervasiveness of pharmaceuticals in the framing of health policy 
as well as the treatment of an ever-widening repertoire of conditions. The 
spread of pharmaceuticals to new markets in terms of their consumption and 
manufacture is closely linked to aspirations to participate in drug discovery 
and development. Yet in order to do this effectively, would-be sites of phar- 
maceutical testing need to anticipate and prepare in advance of any direct 
engagement with the global assemblage of pharmaceutical research. Antici- 
patory strategies include reassurances that the regulation, governance, per- 
sonnel, and infrastructure are appropriate. If global industry standards such 
as those laid down by the U.S. Food and Drug Administration (FDA) and 
those found in guidelines such as the International Conference on Harmo- 
nization Good Clinical Practice Guidelines (ICH-GCP) are not met, there 
is little prospect that the international entourage of research and development 
will make its appearance. 

When clinical trials began to expand to resource-poor regions, questions 
were raised about power differentials across regions and, consequently, the 
viability of international guidelines for ensuring the protection of research 
participants (Angell 1997). Doubts were also raised as to whether interna- 
tional ethics standards could be met in cultural and economic settings that 
were both different and underdeveloped. This was particularly the case in 
relation to the capacity for ethics review (Marshall 1992). Trials led by 
pharmaceutical companies in low-resource circumstances have thus long been 
criticized for undertaking research that is easily characterized as being ex- 
tractive and exploitative (Kamat 2014; Sunder Rajan 2006). 

To recognize and mitigate the power differentials in transnational re- 


search relationships, attempts to incorporate notions of social value, social 
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justice, and benefit sharing have been made (Benatar 2002; Emanuel et al. 
2004; Lairumbi et al. 2012; Njue et al. 2014; Zong 2008). Also present in these 
endeavors has been the notion of collaboration, which features as part of a 
strategy in which local researchers ideally engage as equals with their global 
partners in order to level what often appears to be a very uneven playing field 
(Emanuel et al. 2004). These concerns have led to a great deal of activity in 
developing-world contexts to ensure that structures are in place to review re- 
search commissioned by the international pharmaceutical companies con- 
sidering running trials in low-resource settings. 

One perspective that can get lost in the considerations of social justice 
and concerns over commercial research in low-income settings is that of local 
collaborators—that is, those who work assiduously to attract and host 
externally sponsored clinical trials (although see Petryna 2009 for useful ex- 
amples from Brazil and Poland). In the trial that we describe in this chapter, 
perspectives of local collaborators are presented in detail in an attempt to 
illuminate the local interests, hopes, and aspirations as well as ethical appre- 
hensions that arise when seeking to attract internationally sponsored clini- 
cal trials into new settings. Importantly, what our account shows is that the 
local researchers were not just reactive in the face of external interests but 
were highly active in creating and managing the conditions to enable the re- 
search to happen at all. They were interested in what collaboration could 
achieve more broadly. This was no simple working out of the hub-and-spoke 
model of research as development but evidence of bottom-up aspiration 


toward an alternative research future. 


Converging Interests 


The Joint Pain Trial, described in this chapter, was a randomized, placebo- 
controlled, double-blind, multicenter, phase 2 trial of a compound (which 
hereafter we will refer to as Compound X) for the relief of joint pain. The 
trial was conducted in a clinical trials group established in the Human Ge- 
netics Unit of the medical faculty of the University of Colombo and funded 
by an international pharmaceutical company. The trial aimed at gaining 
FDA approval for a drug that would most likely find its way into Western 
rather than Sri Lankan markets. Similar products were already available in 


international markets but not available in Sri Lanka. 
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Up until this point, there had been no trials of this importance carried 
out in the medical faculty. Consequently, the preparations to run the trial 
began many months before any recruitment of patients took place. For the 
trial to run at all, significant changes had to be made in both the infrastructure 
and the regulations for such research. With the cooperation of the trial 
team, Salla was able to follow the inception and workings of this trial. A 
clinical trial is a complex, multisite, socio-technical accomplishment, and 
inevitably any attempt at an ethnographic account will be partial and selec- 
tive. Nonetheless, we were given generous access to the day-to-day running 
of the trial, and we have been able to produce an overview that captures 
how the complexity of trialing is accomplished in the Sri Lankan setting. 
This is a theme we return to in detail in chapter 6. 

Numerous actors feature in the setting up and running of such a trial. In 
this particular instance, these included the sponsor’s representatives, three 
senior doctors/researchers in Sri Lanka, four junior doctors who acted as 
research assistants in the trial, two pharmacists, a Sri Lankan ethics com- 
mittee, and an independent monitor from an Indian contract research 
organization. Finally, there were the research participants themselves and 
their families and friends. The trial also featured a range of important non- 
human actors: the international policies, standard operating procedures, and 
guidelines that shaped the actions of the local trialists as well as the drugs, 
documents, and computers that gave the trial its material form. 

The trial was funded by an international pharmaceutical company with 
offices in Australia, India, and the United States. As with the publicly funded 
trial we will be describing in chapter 4, the relationships that were formed 
in order to run this corporate-funded trial are an important detail in under- 
standing how and why successful collaborations come about. The process was 
initiated by Sri Lankan researchers, who described how they were intent on 
bringing together the “right” group of people to collaborate to establish a clin- 
ical trials unit locally. 

The project was initially conceived by an enthusiastic young professor 
from the medical faculty who had built up a strong reputation for hard work 
and leadership in a variety of fields in Sri Lankan medicine and health care. 
As a geneticist by training, his group’s overall focus was on a broad spectrum 
of genetic conditions. His desire to advance the cause of Sri Lankan medi- 


cine had given him an interest in clinical trials as a potential bridge to inter- 
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national sources of knowledge, training, and finance. Bringing international 
clinical trials to Sri Lanka was part of a personal and professional strategy 
that closely mapped onto the country’s scientific and economic development 
aspirations. As a first step toward the realization of international clinical trials 
on Sri Lankan soil, he established a relationship with a Sri Lankan émigré 
researcher working for a pharmaceutical company abroad. A few other trials 
had been carried out in the medical faculty previously, but the study being 
contemplated required more infrastructure than any that had preceded it. 
The attempt to engage with a global pharmaceutical company in the running 
of a trial locally was, at that time, hugely ambitious, and it brought with it 
much anxiety as well as excitement across the medical faculty—particularly 
for the team who would be running the trial. Much was at stake in terms of 
reputations and credibility. 

Although the professor was the architect of the trial operations, he was 
not himself an expert in rheumatology. To complement the team, he there- 
fore identified two arthritis specialists working in the National Hospital in 
Colombo. Neither of these doctors had conducted a phase 2 or 3 trial before, 
so a fourth clinical researcher who had past experience in clinical trials was 
also included in the team. The rheumatology unit had conducted a phase 4 
trial (a so-called postmarketing trial) in the past, so this experience was 
flagged for the sponsors as an important piece of evidence for the group’s 
claims of being able to successfully run trials to international standards. The 
doctors involved with the trial all had strong reputations locally; nonethe- 
less, they had to convince an international audience of their credibility and 
credentials. 

One of the striking features of the trial was the interdisciplinary nature 
of the group involved. Salla asked the professor about this and why he, a ge- 
neticist, was interested in running a trial on rheumatoid arthritis, which is 
not generally seen as a genetic disease. His response illustrated well the in- 


sertion of biomedical research into broader notions of development: 


I’m initiating this so that we can build expertise in doing clinical trials to help 
our patients who have genetic disorders. I have a plan to develop our unit to 
do more clinical trials in genetics. It’s part of my bigger plan to become an 
international level research hub in several areas: clinical trials, bioethics, bio- 


informatics, genetics, and stem cell research. 
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With the objective of developing capacity on multiple fronts, the professor 
went on to explain how he got the trial team together and his longer-term 
vision for them. Assembling the group was one of the stages required in the 
longer process needed to set up an internationally competitive genetics group. 
It was his hope that, eventually, such a group would be able to attract research 
in areas more suited to their expertise to address the genetic problems facing 
Sri Lankan populations, not simply medical conditions of concern to the West 
that just happened to occur in South Asia as well. 

This strategy signaled some important aspects of what has been simplis- 
tically referred to as “capacity building”—and along with it the range of mo- 
tives that people have for engaging with pharmaceutical companies. How- 
ever, to get to the stage where the group wanted to be, it was felt necessary 
to begin building an international profile by creating trial opportunities, even 
if these were outside their direct fields of expertise. 

In the history of genetics, similar patterns have been evident whereby col- 
laborations began with groups representing a range of expertise and inter- 
ests in genetics before moving into the more specialized subfields that merely 
use genetics as a tool in their area of specialty. To build capacity in the other 
areas mentioned, the Colombo group developed collaborations in stem cell 
research with a group in India, in bioethics with colleagues in Norway and 
the United States—and also with ourselves, as a source of knowledge and 
expertise in research ethics. For the professor and his team, the trial was thus 
a vehicle to enable them to move forward on not just one front but several. 
The successful completion of this trial would enable them in the future to 
help patients with genetic disorders who might otherwise have little hope of 
relief in Sri Lanka, who could otherwise expect little by way of interest from 
researchers in the global north. 

“Helping patients” was also identified as an important motivation for tak- 
ing part in the trial by one of the two rheumatology doctors from whose 
clinic patients were recruited. For her, an important motivation for partici- 
pating in the study as a researcher was the lack of access to new treatments in 
the Sri Lankan National Health Service faced by her patients who suffered 


from arthritis-related joint pain: 


I’m taking part in the trial for the patients, to give them access to new drugs, 
because so many of them are suffering. You would have seen them in the clinic, 


how many there are and that they are not really having any options. Nor- 
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mally, we pump them with steroids, and that isn’t really good. This way the 
patients have at least more options. If it wasn’t for trials, we wouldn’t find 
new drugs. Ideally a trial should benefit your patients. This trial might not 
benefit the patients in the trial but might benefit others, and it would still be 
worth it. The ethics committee would have to decide on these things first. To 


make sure that they [the participants] aren’t used as guinea pigs. 


For the doctor, the ethics review was the mechanism to ensure that the in- 
tended trial would not cause harm to the participants—that is, they would 
not be used as the wrong kind of “guinea pigs.” Appropriate use of ethics 
guidelines would, in fact, enable the researcher to turn an experimental 
compound into one that could legitimately help her suffering patients. She 
considered the risks of experimentation, when weighed against the status 
quo, to be worth taking. It is important to note here that despite Sri Lanka 
being something of an exemplar in terms of some health care outcomes in 
the developing world, access to drugs and medical services are still stretched. 
Sri Lankan hospitals are crowded, and access to drugs is often limited, es- 
pecially those that are provided free through the National Health Service. 

This is the context into which Compound X was introduced for trialing. 
Indeed, our study found that, as the doctor had noted, the ward from which 
the trial participants were recruited was bursting at the seams. There also 
was a large crowd of patients crammed into an open-air corridor who were 
waiting to see a doctor and get their medications. 

What the patients normally would receive were drugs from the essential 
medicines list, a list of drugs manufactured by Indian or Sri Lankan generic 
drug companies that are intended to provide optimum cover for most dis- 
eases (see the discussion of the work of Senake Bibile in chapter 2). Many 
drugs are not on the list, however. These would be the drugs of highly spe- 
cific efficacy—or, as would be most likely, they are simply too expensive for 
the system’s overstretched medicines budget. Nor could such drugs be af- 
forded by most patients should they choose to pay for them themselves. The 
situation that arises for doctors and potential trial participants alike is thus 
an “empty choice” (Kingori 2015). 

Based on her fieldwork in Kenya, Patricia Kingori has argued that 
taking part in a trial under such conditions is not a free choice but rather a 
decision driven by the shortage of resources in government hospitals. These 


circumstances call into question the ideas of altruism and voluntariness in 


60 Chapter 3 


attempting to explain why people in such circumstances take part in trials. 
Melinda Cooper and Catherine Waldby (2014) have suggested that a more 
appropriate way of conceiving participation in these circumstances is in terms 
of clinical labor. In return for their “labor” in the trial, the patients are re- 
warded with drugs they might not otherwise be able to afford and a better 
quality of care and relief from some of the many irritations of a hospital visit, 
particularly the endless queuing and waiting. 

In countries like Sri Lanka, the limited access that people have to drugs 
can prove to be something of an advantage when it comes to its suitability as 
a clinical trials site. Overuse of drugs is a common problem in economically 
developed settings, which makes the pharmaceutical naïveté and a lack of 
contamination by drugs in the developing world an attractive feature of the 
population. The clinical project manager for the international sponsor com- 
pany, a native Sri Lankan who now resided abroad, was well aware of this 


fact, as he told Salla: 


Patients are available here. Elsewhere patients are often ineligible because 
they have had access to a particular type of drug, but here they aren’t; it’s 
a developing country, it would be too expensive. Only a handful of Indians 
and Sri Lankans can afford this. Thus, they are treatment-naive. Other 
regions have been trialed to death, particularly in Eastern European coun- 
tries where patient pool is small; even India is saturated. Elsewhere in 
Asia, medical practice is questionable, and we need to ensure we have good 
clinical practice. I am very impressed how things have gone so well and 
how people have been working together so seamlessly. More trials to Sri 
Lanka! 


The clinical project manager here makes clear the longer-term aspirations 
that come with shifting trial operations to this new location and why Sri Lanka 
is a good site for carrying out trials. 

Yet it is one thing to identify a country as having the right demographic 
profile and quite another to actually work there. As in the public health trial 
discussed in chapter 4, relationships, trust, and mutual confidence were key 
to the setting up and running this trial. The Sri Lankan team managed to 
persuade the sponsors and their agents that they could deliver an appropri- 
ate patient cohort and run a safe and successful clinical trial. Although ac- 


cess to patients and the patients’ access to drugs were important factors in 
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considering Sri Lanka as a study site, there were also factors that were spe- 
cific to this particular network. 

Confidence in the local team was reflected in the comments of a senior 
partner from the sponsor company who visited to fine-tune the reporting of 
side effects. While framing the company’s interest in more commercial terms, 


he also endorsed the efforts of the local team: 


From a purely capitalist commercial perspective, the need for clinical trials 
has boomed for about fifteen to twenty years, and there is no halt in sight. 
From the third world perspective, the West wants drugs for their consump- 
tion; that’s where the markets are. Regulation there is becoming more and 
more stringent, there is more documentation, ethical standards are higher, 
[and] regulation is stricter than twenty years ago. The second reason is that 
we were working with a guy from Sri Lanka. He said that he has contact with 
these people, they are all well-educated, they are all Western educated, and 
there is a good health care infrastructure and the patients need the therapy. 
He had all these connections. The professor came over to us and said: We are 
ready to do trials. So the major things for us were: one, access to patients, and 
two, having a good solid regulatory system. You want the regulation to work 
because of the high risk that is involved, so it’s not just about obtaining good 
data, also you need to be stricter than what we’d normally do. These guys 
have ethical standards—they are basically U.K. standards. So for us, we went 
through the ethical guidelines and tick, they were great and the drug regula- 
tion was excellent. You don’t just want an easy route through the back door. 
That’s tempting but, well, unethical. From the corporate viewpoint, that’s 


what’s in it for us. 


The senior partner in the company narrated a familiar story of why the global 
expansion of trials is taking place and just how the link via a Sri Lankan 
émigré working for the sponsor company had provided a crucial basis for 
securing the collaboration. 

Significantly, it was not the weakness of regulatory mechanisms in Sri 
Lanka that proved attractive to the company, but their apparent robustness. 
The senior partner emphasized that the company was looking for places 
where there was already familiarity with international regulatory frame- 
works such as those operating in the United Kingdom and under the ICH- 
GCP guidelines—and, moreover, the ability to put these guidelines into prac- 


tice. To make sure that this was the case, local researchers were offered 
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further training on how to implement international standards. Having 
carefully reviewed the local provisions, the international sponsor company 
found the regulatory structures and operational practices available in Sri 
Lanka to be suitable and decided to go ahead. Having got to this stage, how- 
ever, there was still a lot more work to do to get the trial environment up to 


standard. 


Meeting International-Level Standards 


Randomized controlled trials (RCTs) aim to produce replicable results. 
An important factor in ensuring that replication is valid are the conditions 
under which the data are created (taken up in detail in chapter 7). To en- 
sure that results created at site A can be put together with those from site 
B, the conditions under which the trial is conducted must be made as close 
to one another as possible (Helgesson 2010; Timmermans and Berg 2003). 
When sites are distributed across research-rich and resource-poor settings, 
that challenge is considerable. In running the trial in Sri Lanka, it was 
important for both the local and international collaborators that there was 
harmonization with international standards, which required changes in 
procedure. 

The first requirement in this regard was for the trial to gain ethics clear- 
ance from an appropriately constituted local ethics committee. The study 
protocol was submitted to the Colombo Medical Faculty Research Ethics 
Committee. In their assessment of the application, the committee provided 
the researchers with a list of concerns that they felt needed to be addressed 


before their approval could be given. These were as follows: 


1. Enough facilities and rooms had to be provided for patients—a 
separate space from the “normal” patients to allow proper moni- 
toring. 

2. Approval would need to be obtained from the Clinical Trials 
Subcommittee of the Drug Regulatory Authority (DRA). 

3. The researchers should not administer doses before DRA ap- 
proval was obtained. 

4. Researchers should clarify the follow-up procedures in case 


something untoward happened to the trial participants. 
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5. Data insurance arrangements needed to be clarified. 
More information was needed on data and safety monitoring. 
7. There needed to be a clearer statement as to the benefits to par- 
ticipants after the trial. 
8. An ethics committee member should observe the taking of consent. 
The sponsor—investigator relationship needed to be made clearer. 
10. Publication plans needed to be spelled out. 
11. Consent forms needed to be submitted in both Sinhala and Tamil. 
12. The trial needed to be registered with the Sri Lankan Clinical 
Trials Database. 
13. There needed to be oversight by the local hospital ethics committee. 


What is significant about this list is its thoroughness and the fact that it went 
over and beyond what the international sponsors were expecting—for exam- 
ple, in asking observers to be present when consent was obtained and re- 
quiring registration on the Sri Lanka Clinical Trials Database. What these 
requests signaled, above all, was the seriousness with which the trial was be- 
ing treated by the local ethics committee. 

As this was the first trial of this scale ever done in the medical faculty, 
the ethics committee had heightened concerns about it. The professor in 
charge of submitting the study’s ethics application and documents for ethical 
review described how at the meeting where the study was reviewed, the 
committee had given him “a hard time” and asked some tough questions 
about the trial: “My own people questioning me, it was really good. The com- 
mittee questioned me regarding the cutting edge of the study. They didn’t 
say: No, we don’t want this trial to happen, but to make sure that we have [a] 
good job done of the review—valid, clear. They did not just give it to me 
because I’m a friend.” Crucially, this was not just a signal to the researchers 
and their international sponsors about appropriate conduct but also to the 
local audiences—who might be suspicious of the engagement with an inter- 
national pharmaceutical company—whose concerns the committee was not 
immune to. An indication of the extent to which the ethics committee was 
prepared to go in their scrutiny can be seen in their request that all informed 
consent procedures be witnessed by an independent observer that they, the 
committee, would supply. The requirement was that the observer should sit 
through all the consenting sessions, which exceeded the existing guidelines 


for recording informed consent. 
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By the next meeting of the ethics committee, the researchers were able to 
respond appropriately to all the demands made by the ethics committee. The 
trial was given approval to proceed. 

The trial itself was organized across two sites: the hospital ward and a 
trial headquarters situated in the medical faculty, both of which had to be 
modified to accommodate the trial. The medical faculty buildings are lo- 
cated on Kynsey Road in Colombo, and they date back to the early part of 
the nineteenth century (the oldest being the Anatomy block, opened in 1913). 
The high-windowed, white-washed, box-like buildings were built by British 
colonial administrators to provide a home for the rapidly expanding medical 
education system that was then beginning to be run by local physicians and 
teachers. The buildings make up the four sides of a small courtyard, shaded 
by palms and now used as a car park. Although there was not a lot of room 
for on-site expansion for the trial, the high ceilings and generous allocation 
of floor space put in place by the original architects to ensure cool, airy work- 
ing spaces allowed for ingenious uses of room dividers and mezzanines. The 
installation of air conditioning has meant that such spaces are not the dingy 
ovens that they were formerly; they are pleasant, cool, modern working 
spaces. As part of a general refurbishing of the building in which the Human 
Genetics Unit was housed, old spaces were reconfigured, and several new 
rooms were created. Old and dilapidated laboratories and stock rooms have 
given way to the well-equipped offices and meeting rooms in which the trial 
staff performed their data entry and other non-patient-related work. 

Recruitment of patients was done from two busy rheumatology wards at 
the nearby hospital. In one of these, accommodation of the trial necessitated 
creating a space where participants could be screened in private, could be 
given the experimental compound, and could interact more informally with 
the research team. There were two connected rooms for this purpose, each 
about two by five meters in size, with direct access to a toilet. As part of the 
preparations for the trial, the walls were given a coat of turquoise emulsion 
and new wall fans were fitted in each room. One of the rooms served as a 
waiting-cum-social area; the other was the more private examination room. 
The social space had six metal chairs along the wall. The examination room 
had a bed with a plastic-covered mattress, one metal chair, a small desk with 
an office chair, and a filing cabinet. Although the setup was basic, the allo- 
cated consultation rooms contained all that was necessary to run the trial, 


including access to emergency facilities in the event of an adverse reaction. 
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The facilities were inspected and approved by the international sponsors of 
the trial; they were judged to be of appropriate standard for the trial to run. 

All the changes we have described were necessary to run the trial. They 
show how it is not merely a trial’s findings that are important but the mate- 
rial conditions under which the data were generated. Moreover, in carving 
changes into the physical space of a university department as well as the Na- 
tional Hospital, the trial also succeeded in creating more space and time for 
patients to experience care and attention, albeit in the form of monitoring 
for an RCT. Compared with the majority of the patients in the ward, the 
trial participants were clearly being seen in more comfortable conditions, 
and they experienced direct contact with specialist doctors. The adjustments 
made to the infrastructure would enable the trial to run in Colombo as it 
would have done anywhere else in the world—but in so doing it gave the Sri 
Lanka participants a different level of care and attention. This made the 
patients’ decision about whether to participate something of an empty choice 
(Kingori 2015)—it would be hard not to agree to participate given these 


improvements over the status quo. 


Recruitment and Consenting 


A major concern for all those involved in the running of the trial was the 
business of informed consent. This crucial meeting point between local 
research participants and the global pharmaceutical industry in the guise 
of a clinical trial was one that was subject to close scrutiny by both the inter- 
national monitors and the local ethics committee. Given what was riding on 
a successful outcome, the well-being of participants was seen as a central 
concern. 

Each day, new patients were recruited by the two rheumatology doctors. 
Each potential participant was screened for the inclusion criteria, and their 
informed consent was recorded. Approximately 50 percent of the patients 
who were told about the research by their doctor came to hear more about 


the study and to see whether they fit the inclusion criteria. 


In the trial rooms at the back of the ward, I [Salla] found four patients and 
their relatives with four junior doctors, [who were] collecting details about 


their medical histories and getting them ready to be told about the trial. 
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Shortly, we left for the senior doctor’s/investigator’s office to consent. We 
waited for him in a busy waiting room overlooking the medical staff hand- 
ing over medications to those patients who had been queuing in the corri- 
dors for over an hour. Once the senior researcher finally arrived, we still could 
not start as one of the conditions of the ethics committee was to have an ex- 
ternal observer present and this person had not arrived—we had to wait for 
longer. Phone calls enquiring where this person was ensued, and more wait- 
ing. Finally, she arrived, and we entered the senior investigator’s office and 
got to sit in the large, air-conditioned office which was markedly calmer than 
the ward outside. The senior researcher greeted us good morning and began to 
explain the details of the consent form and information sheet. He explained 
the procedure of the study using words like “placebo” [and] “double-blind,” 
at times using the English words. The word “pariéshana” |experiment/re- 


search] came out in every sentence. 


On the days that Salla observed consenting, the length of time taken was 
variable. At its shortest, an explanation of the participant information sheet 
took fifteen minutes; at its longest, it took about forty-five minutes. In each 
case, the participants had been given the information sheets during a previ- 
ous visit to the doctor, so they had been able to take them home and discuss 
them with their family. In most cases, the participants thus had at least a 
week to think about their decision and to consult more widely. As we dem- 
onstrate in chapter 5, these decisions were not so much autonomous (that is, 
taken by a single individual) as they were heteronomous, by which we mean 
taken in consultation with, and possibly with direction from, a host of others. 
However, in a few instances the participants were keen to demonstrate au- 
tonomy rather than accepting some degree of heteronomy. As one partici- 
pant stated proudly, “I am doing this although my family is objecting.” 

In the lengthier meetings with doctors and participants, the list of topics 
covered included the objectives of the study; who the sponsor was, who had 
approved the trial, and what tests would be done; information on the length 
of trial, the randomization, placebo, and blinding processes, the possible side 
effects of the drug, the dosages, and the effect on other medicines; how to 
contact the team in an emergency, an explanation of voluntariness and the 
right to withdraw from the trial at any time; an explanation of anonymity; 
and information on the storage of samples, data security, coding, the bene- 
fits to participants, and compensation and insurance. However, when in a 


hurry, less time was spent going through the twenty-three pages of the con- 
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sent form, especially regarding the long list of inclusion and exclusion crite- 
ria. What was never truncated, however, was the emphasis on the trial’s 
experimental nature and risk. Patients were given the list of possible side 
effects, were told about the nature of randomization, and were informed 
about their right to withdraw at any time and who to contact should they 
wish to do this. As one of the doctors recruiting patients explained, “I think 
in this proposal there is a lot of emphasis on the fact that participants can 
walk out at any point. I emphasize that a lot, and it wouldn't change their 
care in this unit. I was amazed how patient-centered the trial was. Usually 
it is about the drugs, drugs, and drugs. Here, actually, I find myself think- 
ing, ‘How are my patients?’ I wonder how they are doing.” In the consent 
meetings, the participants and their families (who were often in attendance) 
were encouraged to ask questions, and invariably they did. They asked, for 
example, Can I take other drugs? I have a wedding coming up—is it possi- 
ble to adjust the visits? Do we have to get admitted to the hospital? Can side 
effects occur afterward? If we get adverse events, will we get medicines? 

Once these preliminaries were out of the way, participants were carefully 
weighed, measured, and sent to the trial room to continue with the health 
check questionnaires to ensure that they fit the inclusion criteria for the 
trial. In the trial room, the junior research doctors took blood samples, 
measured blood pressure, collected a detailed medical history, and enquired 
about past and current health concerns. As the participants made their way 
from stage to stage, there was a great deal of interaction among them along 
the way. They would peep at each other’s questionnaires to make sure they 
were filling them in correctly, and they would confer with each other as to 
what particular questions meant and how they should answer them. Dur- 
ing the initial sessions, some patients explained why they were interested in 
taking part in research. In most cases, relief from a chronic and painful 
disease was their main motivation for taking part. Many were extremely 
eager to take part, and on occasion patients cried after they were told that 
they did not fit the inclusion criteria. 

Once the initial formalities had been completed and participation was con- 
firmed, the participants would visit the “trial clinics,” which took place each 
morning. At these sessions, they would receive the experimental drugs and 
undergo regular rounds of monitoring and measurement. For the doctors, 
these sessions had to be precisely timed, for example, to ensure that blood 


pressure was taken at the exact same time on each visit. However, this meant 
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that the individual participants had time to sit around and chat with one an- 
other while they waited for their appointment. Indeed, over the weeks the 
participants in the trial got to know each other and developed relationships 
based on their shared circumstance. They were all living with a very pain- 
ful condition, and being an experimental subject gave them common cause 
and a context in which to discuss it. As they shared their stories and experi- 
ences with one another, some concluding that they were being treated as 
“VIPs” (cf. Le Marcis 2015). 

After the participants left the clinic, junior researchers continued doing 
paperwork. They tidied up the data that they had collected during the day, 
refilled all the forms, entered the data onto the computers, and filed the pa- 
pers away. None of the richness of the day’s encounters—the chat, the gifts 
of sweets, the stories of family problems and predicaments—made it into the 
patient records. (For a similar point about the work that goes into “cleaning 
up” data, see Biruk 2012.) These things were all an irrelevance and some- 
thing of a distraction, but these interactions nonetheless became a vital lu- 
bricant that kept the machinery of the trial working. 

For the junior doctors, the record keeping, data mounting, and associated 
paperwork were the heaviest aspect of their workload. It was a surprise to 
all the researchers that ICH-GCP guidelines were a lot more stringent than 
the ones that guided their “regular” academic clinical research, let alone their 
medical practices. As we see in more detail in chapter 6, throughout the trial 
the protocol had to be followed to the letter. The ICH-GCP guidelines were 
a new experience for everyone. The paperwork was audited on a fortnightly 
basis by external monitors, including the independent Indian clinical research 
organization who oversaw the trial process (see chapter 7). The auditor de- 
scribed his task as “to make sure that sites identify the correct patients, to 
ensure the safety of the patients, and deal with ethical issues or matters of 
confidentiality.” Given the importance of the trial beyond the testing of this 
particular drug, the team of Sri Lankan trialists were anxious to do every- 


thing according to the requirements of the various assessors. 


Success and Failure 


As the Sri Lankan team saw it, the trial was their opportunity to prove that 


they could conduct clinical trials according to the standards of a high-profile 
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international pharmaceutical company. As it turned out, the team were able 
to recruit their initial target of twenty patients very quickly. This early suc- 
cess led the funders to suggest increasing the number of recruits from the 
site to eighty. To make this happen, the group needed more staff, and they 
hired several additional junior researchers and another pharmacist. 

The research continued apace until, part way through the trial, participant 
number 28 had what appeared to be a “serious adverse event.” At this point 
the trial came to a halt. Three versions of why the trial stopped were in circu- 
lation among the researchers and the monitors. In one of the versions, it was 
the ethics committee who put a stop on the trial because of risks to the par- 
ticipating patients. A report was submitted to the ethics committee to say that 
the adverse event that triggered the concerns was, according to ICH-GCP 
parlance, serious but not unexpected—meaning that it was an event known 
to occur in this particular class of medicines (as distinct from a serious adverse 
event that might be unexpected, or grave). In another version of why the trials 
were halted, a representative of the pharmaceutical company explained how 
the ownership of the company changed, and they had lost interest in taking 
the research further. This was reportedly because the tested compound was 
a “me-too drug,” meaning that the drug was not a novel experimental com- 
pound as such but a product for which similar versions were already in the 
market and in competition. In this version, the adverse event was incidental to 
the ending of the trial, which would have occurred anyway. In a third version, 
put forward by one of the coinvestigators, the trial did not stop by the com- 
mand of the ethics committee; rather, after the adverse event, the study’s data 
safety management board told them not to dose any new patients until they 
had reevaluated its safety, but those who were already receiving the drug car- 
ried on in the trial and were seen through to completion. 

The adverse event had clearly dented what was otherwise proving to be a 
very successful trial. The literature on failure in science and technology makes 
an important point about versions of failure, suggesting that rather than see- 
ing failure objectively, it is an illustrative point at which different invest- 
ments are made visible (Kingori and Sariola 2015; Timmermans 2010). Rather 
than seeing failure in a positivist way as a negative finding or the inability to 
complete the trial according to its preliminary objectives, the team was anx- 
ious to demonstrate that the trial was in all other respects a success that gave 
them important experience of trialing in a global arena (a point we return 


to in the book’s conclusion). 
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So despite coming to a halt when it was otherwise working well, the trial 
established a clear precedent for clinical trial activity at the unit. Among the 
positive outcomes recorded by the group conducting the Joint Pain Trial was 
the assembly of expertise to run trials in the future and a demonstration to 
an international audience of their capacity to do so. Crucial for the argument 
we are developing here, this was not only first-order development (for exam- 
ple, in physical infrastructure, personnel, and training) but also second- 
order development: competencies in the conceptual and epistemic discourses 
within which international collaborative research is framed. Indeed, after the 
ending of the trial, the members of the team set up a small, private, limited 
company called Lanka Trials. 

Subsequently, Lanka Trials networked extensively, tried to engage new 
sponsors, and applied for ethics clearances for several new trials for over a 
year. However, despite the interest generated by the team, no new trials 
materialized; for this group the “rails of science” were not extended (Latour 
1982, 155; Petty and Heimer 2011). Various factors made their progress dif- 
ficult. In some instances, the ethics committee felt unable to approve the 
applications. In others, the team was not able to put in place an appropriate 
network of investigators. The final blow came with the global recession in 
the early 2010s, which saw a significant slowdown in international pharma- 
ceutical trialing (Sariola et al. 2018). At this point, Lanka Trials disbanded. 

As we show in chapters 5 and 6, this was far from the end of the story. 
Developments, epistemic and otherwise, continued across different areas of 
practice and personnel. Before considering these, however, we will discuss 
the second trial that we studied, the Paraquat Poisoning Trial. This trial is 
illuminating because, despite the similarities to the Joint Pain Trial in the 
scientific approach to RCTs, the collaborative ethos in the poisoning trial was 
significantly different, and important distinctions in trial practice and soci- 


ality begin to emerge. 


Chapter 4 


THe Paraquat Porsoning TRIAL 


In the side room of a conference venue in Chandigargh, India, eleven re- 
searchers from four different countries sat together with the intention of 
establishing whether the two research groups they represented—the first an 
international one based in Sri Lanka, the second based in India—could de- 
velop new research together. They were attending the 2008 annual interna- 
tional gathering of toxicology researchers. All those gathered in the room 
shared an interest in how poisons work on the human body and how they 
might be dealt with once ingested. Their shared hope was to augment and 
improve research into a pressing medical and public health problem in South 
Asia: the alarming numbers of people who die from ingesting pesticides (for 
example, see Patel et al. 2012 for an Indian perspective). 

The Sri Lanka—based Australian director of the South Asian Clinical 
Toxicology Research Collaboration (GSACTRC) had learned about the 
Chennai-based group through mutual research interests and contacts. At 
the Chandigargh meeting, Salla was present as an observer, and she re- 


corded how the researchers set about figuring each other out and looking for 
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common ground upon which they might, at some point in the future, start 
to work. They agreed they wanted to begin with something small to see 
whether they could work together around common interests and pooled re- 
sources. As the SACTRC director put it, “there is no point starting with 
something large like a multicenter trial to discover that things don’t work 
out. That would be a waste of everybody’s time.” As we will see, the refer- 
ence to “things” covers far more than just the science of clinical trialing; 
here, it encompasses the host of intangible qualities that people bring to 
their relationships, such as integrity, politeness, respect, and tolerance. 

During the meeting it was mostly the Sri Lankan group members who 
asked questions: What facilities were there in Chennai? How were poison- 
ing patients managed? What poisoning types did they have, and what had 
they taken? How far did their patients have to travel to the hospital, and how 
quickly could they get there after the poisoning? What research interests did 
the Chennai group have? Did they have ethics committees in place for regu- 
lating their research? The Indian group received quite a grilling, and after 
a long discussion a timeline was agreed on for the researchers to explore 
further the potential for working together. The prospects of a future collabo- 
ration looked good. Mutual research ideas were exchanged by e-mail after- 
ward, and several months later a group from Sri Lanka went to visit Chen- 
nai to firm up the arrangements. Upon meeting and visiting the Indian 
partners, the director commented to Salla that they were “a goldmine.” The 
Indian group had a functioning toxicology unit in a local hospital, their own 
poisoning ward, lots of patients, skilled staff, and good laboratory facilities. 

In the encounter we have described, we might be reporting on nothing 
less than the birth of a collaboration—that is, the coming together of one 
group of researchers for a productive research engagement that could last 
many years. The shared concern with poisoning in the developing world gave 
an important ¢elos or goal to their collaboration in the making. It not only 
provided them with a compelling justification for their meeting but also in- 
troduced a hoped-for mutuality. Given the seriousness of the issues at hand, 
the question was not so much: How could they collaborate? as it was: How 
could they not? 

In recent years, there has been a move to bring biomedical research to bear 
on some of the developing world’s most pressing problems. The extent to 
which biomedical research has failed to address these problems was high- 
lighted by the Global Forum for Health Research when it drew attention 
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to findings of the Commission on Health Research and Development 
(COHRED) produced in the 1990s. The COHRED report identified what 
it described as the “90/10 gap.” Put simply, less than 10 percent of the spend- 
ing on health research went toward dealing with the health needs of over 
90 percent of the world’s population. Since this startling statistic first gained 
currency, significant international efforts have been mobilized to address 
the health inequalities that it underscores. In recent times these endeavors 
have brought into sharper focus the diseases of poverty, such as tuberculosis, 
malaria, human immunodeficiency virus (also see Stevens 2004), and other 
less prominent or neglected diseases such as dengue and leishmaniasis, 
which blight the lives of many who live in low-income countries. 

In commercial terms, these diseases have never been profitable to treat, 
so they have received little attention within mainstream biomedical research. 
The recent engagement with these and other problems endemic in the de- 
veloping world has moved researchers beyond an earlier tradition of academic 
interest in tropical medicine and ushered in a broader interest in the inequal- 
ities of finance, gender, access to medicines, and the structural conditions 
under which diseases become “neglected” in the first place (Biehl and Pet- 
ryna 2013; Farmer 1999, 2004; McGoey 2014). 

These initiatives are currently subsumed under the broad heading of 
“global health,” and they have opened a new field of interest and action. Ini- 
tiatives such as the Global Vaccine Alliance, International AIDS Vaccine 
Initiative, STOP TB, and the Roll Back Malaria Fund have been established 
to target particular conditions. Funding for such initiatives has been provided 
by governments and international nongovernmental organizations (NGOs) 
such as the World Health Organization (WHO). Funding has also come 
from charitable and philanthropic sources such as the Bill and Melinda Gates 
Foundation and the Wellcome Trust. However, as one of the researchers in 
our study pointed out, these funders combine their philanthropic overtures 
with a research business model, which carries pressure to generate results and 
drive tangible change. Many of these initiatives have had the effect of blur- 
ring the boundaries that previously separated commercial, privately funded 
research and academic, publicly funded research. In short, there are few ex- 
amples of either entirely publicly funded studies or entirely privately run 
research, as many developing-world research initiatives now combine ele- 
ments of both. Clearly demarcated public—private partnerships such as the 


Medicines for Malaria Venture or the International AIDS Vaccine Initiative 
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tend to operate with agendas that interweave commercial, industrial, human- 
itarian, nongovernmental, and governmental interests. 

Increasing the amount and type of research performed in resource-poor 
settings has been one of the major objectives of COHRED and the subse- 
quent attempts to help reduce the 90/10 gap (Haines, Kuruvilla, and Borchert 
2004). In practice, a key mechanism to achieve this reduction has been the 
stimulation of international collaborations to address “local health needs” 
(Glickman et al. 2009; Mayhew et al. 2008; Simon et al. 2003). International 
collaboration in biomedical research is seen as a key opportunity for part- 
nerships to develop that will bring about transfers of the knowledge, re- 
sources, and personnel needed to address gross inequalities in health research. 
It is within this broad program of action that the work of our second case 


study, SACTRC, might be situated. 


The South Asian Clinical Toxicology Research Collaboration 


SACTRC was established in 2004, a collaboration that grew out of less for- 
malized cooperation going back to 1988 (Phillips et al. 1988). The research 
performed at that time resulted in publications that emphasized the partic- 
ularly high suicide rate in Sri Lanka when compared with the region in gen- 
eral (see also Gunnell and Eddleston 2003; Ratnayeke 1996; Thalagala 2011). 
Out of these earlier forays into the causes and consequences of self-harm by 
poisoning, a network of researchers was formed that later became SACTRC. 

The work of this group came to attention of Bob in 2003 when a scandal 
emerged in Sri Lanka amid allegations that a patient had died as a result of 
being in a clinical trial (see chapter 8; also see Simpson 2012). The case seemed 
to be particularly interesting as it brought into play a number of local groups 
with whom he was closely involved at the time. The impetus to follow up on 
this controversy in more detail became part of an application to the U.K.’s 
Economic and Social Research Council (ESRC), which eventually became 
the International Science and Bioethics Collaboration (ISBC) project. For the 
Sri Lankan element of this project, we were given access and full support 
for our work by the senior management of SACTRC. In 2008, Salla began 
a program of interviews and several months of observation in a hospital where 
several of SACTRC’s clinical trials were being conducted. During the ISBC 
research (2007-2010), both Salla and Bob built close working relationships 
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with people at different levels of the organization and have continued these 
relationships beyond the life of the original ISBC project. 

The development of SACTRC began to be formalized in response to a 
grant call from the Wellcome Trust and the Australian National Health 
Medical Research Council. One of the aims of this call was to build research 
capacity in developing-world settings. The application was successful, and the 
network that was to become SACTRC was awarded a large program grant 
in 2004. Their objective was to build local capacity for handling poisoning 
admissions, and in so doing to reduce the high death rates from poisoning. 
The studies ranged from clinical trials to observational and pharmaco- 
kinetic studies. During Salla’s fieldwork, the group had a head office in 
Peradeniya and were performing studies in six hospitals across Sri Lanka. 
The studies were run by principal investigators who were a mix of Sri 
Lankan, Australian, and British researchers and were linked to universities 
in each of these countries. The group had eight PhD students, some of whom 
were local and others who were part of the diaspora and returning after the 
war. There were also numerous managers, coordinators, and clinical research 
assistants (CRAs), all of whom were Sri Lankan. 

The group was also supported by an international network of collabora- 
tors across South Asia and the globe. The phase 2 clinical trial on paraquat 
poisoning that Salla followed was funded in part by Syngenta, the company 
that produced the herbicide. Although Syngenta contributed to the funding, 
the researchers were anxious to point out that the company did not have any 
role in the way the research was conducted or the interpretation of its results. 
These factors combined to give the Paraquat Poisoning Trial a character very 
different from the Joint Pain Trial. In this chapter, we give greater ethno- 
graphic specificity to these differences as a prelude to our discussion in chap- 


ters 5, 6, and 7 of conceptual and epistemic shifts in research practice. 


Hospital Relations and Frontline Researchers 


Access to patients for the Paraquat Poisoning Trial was negotiated via con- 
sulting physicians in charge of the hospital wards where the poisoning pa- 
tients presented. To ease the way, senior researchers and principal investiga- 
tors would visit the hospital’s senior staff to gain permission and establish 


good working relationships. At the time of our fieldwork, medical doctors 
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in Sri Lanka did not need to do research for their career to progress. How- 
ever, due in part to the research-capacity building efforts of organizations 
like SACTRC, this picture had begun to change, and more doctors are be- 
coming actively engaged in research activities. At the time, this picture was 
uneven: some doctors enthusiastically came forward as research partners, but 
others kept their distance. 

Crucially, in the Sri Lankan context, if the physician in charge of a hos- 
pital ward did not agree to allow work in his or her ward, it was impossible 
for any trial work to proceed there. To recognize the considerable power 
wielded by the physicians in charge is to enter the distinctive and consequen- 
tial set of hierarchical arrangements that feature in Sri Lankan hospitals. 
The following statement—in which a physician described his reservations 
about allowing his patients to be included in a Paraquat Poisoning Trial and 
why he subsequently changed his mind—shows how, in one instance, “ac- 
cess” to the patients in the ward was negotiated between researchers and the 


consultant physicians. 


First, I didn’t allow research in my ward. I didn’t have exposure to trials al- 
though I would love to do them. The reason I didn’t allow the trial was, one, 
I didn’t think that the objectives of the study were valid. The argument was 
that with the lower solution of the pesticide there would be more survivors, 
and therefore more patients would occur who would need to prevent heart, 
lung, renal, and kidney failure. I didn’t see this as a clinician. I felt that it was 
an unproven drug on anecdotal evidence. Second, proposing something like 
this would give the patients and the relatives unnecessary distress [by taking 
samples] and hope that they might survive. Third, I also thought that pre- 
interns [who acted as frontline researchers] are young and immature persons. 
Patients and bystanders are unable to understand randomization and might 
think it is unfair. I presented these thoughts to the senior researchers who ap- 
preciated my opinion. Then a couple of months later I saw the pre-interns 
going around the hospital and felt guilty. Was I hindering valuable research? 
I heard that a few patients had actually survived, and so I contacted the re- 


searchers to ask if I could still join and joined the contract. 


Concern that he might be “hindering valuable research” changed this con- 
sultant physician’s opinion on clinical trials on his ward, and his comments 
signal important shifts in the way that a senior physician sees power and 


dominion over the wards, staff, and patients. To allow “valuable research” 
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meant accepting the possible benefits not only to patients but also to staff. 
His change of mind suggests an important moment in the acceptance of re- 
search as a normative feature of life on a hospital ward. 

However, although consultant physicians were the immediate point of en- 
try in negotiating research access in hospitals, they were not the end of the 
story. The CRAs who served as the main trial workers were typically medi- 
cal interns who had completed their basic medical training. Usually they 
were waiting to be allocated hospital placements that would carry them on 
into the next stage of their training. Because they were medically trained, 
they were more qualified than the fieldworkers working in comparable in- 
ternational collaborations elsewhere. For example, at many African global 
health research sites—and particularly in those performing observational 
and public health research—the workers collecting data are often lower 
ranking health care staff, non-medically trained volunteers, or individuals 
chosen for their supposed knowledge of the community that is being re- 
cruited (Kingori 2013; Sambakunsi et al. 2015). The CRAs in the poisoning 
trial had to work closely and carefully with ward doctors as well as the con- 
sulting physicians. 

The consulting physicians visited the wards twice a day. Although they 
acted as the primary gatekeeper to the patients, each physician also had about 
six junior doctors working under her or him, with whom CRAs had also to 
maintain good working relationships. At the ward, the primary clinical re- 
sponsibility for the patients was with these “house officers” (junior doctors) 
who spent most of the day in the wards. They diagnosed the patients’ condi- 
tions, prescribed medicines, and followed the patients’ recovery. In addition 
to the junior doctors, everyday care work was performed by nurses, who took 
blood, gave out medicines, put on bandages, and, most relevant to the poi- 
soning patients, administered their gastric lavage on admission. There were 
also attendants who helped with the work of lifting patients, cleaning up after 
patients who had vomited or excreted, and assisted with the difficult busi- 
ness of administering lavage. 

Given the number of personnel and the challenging tasks they faced, mes- 
sages about research did not always travel effectively from the senior to ju- 
nior levels. The incorporation of a new category of health care professional 
whose raison d’étre was primarily to perform research rather than therapy 
was both novel and challenging. The negotiations and clarifications that fol- 


lowed the arrival of these new personnel on the ward often led to tensions. 
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The nature of these tensions was evident in a conflict that Salla witnessed 


between junior ward doctors and the frontline researchers or CRAs. 


Upon entering the ward, the doctors of the ward (five of them) were all at the 
doctors’ table and started bombarding questions at the CRAs. “We don’t know 
what you're doing to the patient, there are no documents, and we are responsi- 
ble! Sir [the consulting physician] does not know either, and he will chase you 
out. You don’t provide the patients with any counseling either! Is the paraquat 
test even valid? Only from the patient's ‘bystander’ [usually a relative] we got to 
know that you are giving some injections.” The CRAs managed to hold their 
ground well, explaining that information about the trial should be in the pa- 
tient’s records and that even they did not know in which study arm each par- 


ticipant was. “You have to tell us what you're doing,” the junior doctors insisted. 


In this particular instance, the information about a patient’s participation in 
the trial had gone missing from his notes—which were a bundle of papers 
and slips clipped together—and its absence raised suspicions among the ju- 
nior doctors. They were afraid that something that they might subsequently 
be held responsible for was being done without their knowledge. The man- 
agement of these relations defined the smoothness of the operations on a daily 
basis. A collegial and amicable relationship between the juniors was likely 
to result in a positive research climate in the ward and exchange of research 
findings. The CRAs, being the lowest in the pecking order, depended highly 
upon their confidence in conversing with those higher in the hierarchy 
and upon their clinical and research skills. An absence of communication 
could lead to situations like the one described here, where neither the senior 
researchers nor the consultant were available, which left the junior doctors 
and CRAs to sort things out as best they could. 

At this point, questions of research ethics and governance seemed a long 
way off, and more prosaic issues of accountability and patient responsibility 
came to the fore. As many trial coordinators and CRAs were themselves 
quick to point out, grafting a trial onto the complex politics of day-to-day 
ward life might have begun with the agreement of the consulting physician, 
but it was likely to entail ongoing negotiations between junior doctors, CRAs, 
and other ward staff. 

The CRAs, as we have already seen, were typically medical intern doc- 


tors using the year-long gap between the end of their studies and beginning 
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of their placement as productively as possible. This hiatus in trainees’ medi- 
cal careers had arisen as a result of a backlog generated by the efforts to 
increase the number of doctors coming out of medical school. The need 
for a greater supply of medical students was in turn linked to the political 
conflicts of the early 1990s, which saw medical training disrupted due to the 
closure of many universities during the civil unrest and ongoing insurrec- 
tion. Nowadays, the enforced gap year saw medical students keeping their 
hand in by gaining experience working as CRAs on clinical trials. 

Although these interns were not fully qualified as doctors, CRA work 
gave them valuable experience and the opportunity to learn more about med- 
ical research. They were not in charge of patient care, but the CRA position 
meant that they could see research participant-patients on a daily basis in a 
hospital environment. Some of them even had the opportunity to carry out 
small observational studies for themselves. Their employment as research as- 
sistants in the toxicology collaboration usually lasted between six months 
and a year before they moved on to do their internships, after which they 
would go on to graduate as doctors. 

From their position, the CRAs could explore the option of becoming a 
career researcher. However, research is not well recognized or supported as 
a career path in Sri Lanka, and there were strong pressures to pursue a more 
conventional career in medicine. The CRAs were also not quite so beholden 
to the senior researchers under whom they worked. Unlike junior doctors, 
if conflicts arose for CRAs they could leave without any great detriment to 
their career, if they wished. The repercussions for a junior doctor in a simi- 
lar situation could result in a posting to an unfavorable location or the block- 
ing of career progression. 

In short, the CRAs were the key frontline researchers. They did most of 
the day-to-day data collection, and they were responsible for the negotiation 
of research ethics in practice. The CRAs worked either day or night shifts, 
with two CRAs working together during any shift. Where Salla did her field- 
work, there were six CRAs in total working on a three-week rotation: two 
people on a day shift, two on a night shift, and two on leave. During their 
shifts, they recruited new research participants, took them through consent 
procedures, and collected preliminary clinical data. In practice, the CRAs 
modified their version of the consent routine according to the patients’ un- 
derstanding of the research and depending on which study the patient was 
being recruited for. Often the dialogue would be short, with the CRAs 
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explaining to the patient that what they had taken was toxic or lethal and 
simply asking for their agreement to participate in research. For this re- 
quest, they would use the expression “Kemathida?” which translates as the 
rather passive “Do you like?” in the sense of “mind” or “accept” being in- 
volved in the research. (The recruitment procedures will be discussed in 
greater detail in chapter 7.) 

The trainees who took on the CRA roles for the Paraquat Poisoning Trial 
were typically drawn from all over the island, and the work on the trial 
brought them together in lodgings. For many unmarried young people in 
Sri Lanka, living away from their parents like this is unheard of. Mindful of 
this fact and also keen to provide a sense of community for the CRAs, 
SACTRC paid for a house (which became known as the Study House) to 
provide a place where all the CRAs could live while on site. At the same 
time, the group lodging allowed the managers to help the CRAs in more 
pastoral ways and to have oversight of the CRA team. This work-focused 
domestic community had a mother figure in the form of a housemaid who 
cooked the meals and did household chores at the Study House. Despite the 
fact that young and unmarried men and women were cohabiting—an ar- 
rangement that normally would be frowned upon—the parents of the CRAs 
were prepared to allow this. They were confident that the young people 
were being supervised and that they were gaining good work experience 
and a salary that they would not otherwise have had. 

Above the CRAs in the organizational hierarchy were the research coor- 
dinators. These individuals were mostly science or pharmacy graduates em- 
ployed on longer-term contracts. Their role was to prepare the compounds 
to be tested, to perform the quality control monitoring of the data, and 
generally to oversee the work of the junior CRAs. Many of the coordinators 
described their employment and personal experience in very positive terms; 
they found themselves working in what they felt to be a good support net- 
work with opportunities to develop their own projects. In line with SACTRC’s 
original capacity-building aspirations, the coordinators could also see future 
research possibilities emerging from their current employment in the form 
of further research work or study, either in Sri Lanka or abroad. 

The research team had a small office near the hospital that served as their 
headquarters. From here, the CRAs would report for work and walk to the 
wards where the trials were being run. The wards were divided into men’s 


and women’s sections. If poisoning patients were brought to the hospital after 
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5:00 p.m., they were channeled to a receiving ward for preliminary assess- 
ment. If a longer stay was needed, they would be moved the next day to other 
wards. At night, the receiving ward became especially busy. There was a 
shortage of beds, which caused it to become overcrowded. At the entry to 
each ward, there was a book with the names of the people who were in the 
ward and their conditions, and it was from this book that the CRAs checked 
to see if any new poisoning patients had been admitted in their absence. 
There were usually between one and five new patients in each ward per day. 

In this set up, the junior CRAs were quite clear about the purpose and 
objectives of the research they were undertaking, and they invariably ex- 
pressed it in terms of helping patients. Moreover, they would link the idea of 
helping with the Hippocratic Oath that they would have recited as medical 
students, perhaps in their graduation ceremonies only months before. As 
we will explore in more detail in chapter 7, however, encountering the ex- 
treme suffering of patients who have ingested poison is extremely challeng- 
ing. The vague exhortations to “do no harm” provided only the most gen- 
eral of ethical pointers when junior staff found themselves caught between a 
desperately ill person and their role as primary recruiters and monitors of 
subjects for a clinical trial. 

In short, the CRAs found themselves in an ambiguous role. As research- 
ers, they were primarily observers, but they would often find themselves 
witnessing distressing scenes and being beseeched by family members to 
actively intervene and help the patient. Helping was not their role—their 
priorities lay elsewhere—so scenes of CRAs offering whatever consolation 
and support they could to the families tended to take place when more se- 


nior researchers and management were not around. 


Research as a Lifestyle 


Among the SACTRC team were also a number of doctoral students engaged 
in hospital-based clinical research. The majority of these PhD students were 
either Sri Lankan or of Sri Lankan descent, and they were funded by the 
Australian National Medical Research Council/Wellcome Trust research- 
capacity building grant. 

One of the doctoral students admitted that he knew nothing about re- 
search before joining the PhD program. He had graduated from medical 
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school ahead of his cohort and then traveled around the world working as a 
doctor and surfing, his favorite sport. Although he was of Sri Lankan de- 
scent, he only knew the country from his parents’ stories—they had fled to 
the United Kingdom and subsequently to New Zealand during the conflict 
that engulfed Sri Lanka in the 1980s. When the opportunity arose for him to 
do research in Sri Lanka, he saw it as an opportunity to learn about his 
roots while further developing his passion for medicine. He said, “In aca- 
demia, doing a PhD is like a big intellectual thing, but in medicine you are 
seen as the...” He made a funny face and screwed his finger on his temple, 
indicating that it was seen as foolish for a host of reasons ranging from 
financial to ethical. “Why bother?” he continued. “You could have a good 
position, and drive a jeep. It’s one thing to treat patients . . . [and another] to 
do research on them.” 

Many of the research staff were weighing the choice between a well-paid 
and respected medical practice and a research career that was likely to be 
uncertain and difficult. One PhD student described the engagement with 
research in biomedicine as a “lifestyle” rather than a job, conveying the way 
in which it demanded both a particular attitude and a consuming commit- 


ment: 


I could be earning a high salary at one of the private hospitals and not wor- 
rying about these things. I end up having to deal with a lot of the CRAs’ con- 
cerns. One really needs to love doing research; otherwise, it is not worth it. I 
get whipped in the back by my superiors about my thesis; they are very thor- 
ough and ask for little, little details. It’s a choice between having a lush life- 
style, or finishing articles in the evening. SACTRC is not a job, it’s a lifestyle, 


and it is an ongoing thing; you're never quite out of work and out of the loop. 


A third student, Sri Lankan by birth, went to complete his PhD in Aus- 
tralia and ended up staying there, returning to full-time medical practice. 
As Timmermans (2010) has described in the U.S. context, research provided 
a pathway for career advancement among the younger doctors. In the case 
of the Australian émigré, the benefits of local medical training were lost to 
Sri Lanka en route to employment in Australia. 

For many, the choice of a not-so-lucrative, not-so-high status career was 
justified in terms of humanitarianism and a rhetoric of alleviating the suf- 


fering made all too visible in global health projects. One of the PhD students 
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said that when he had first started research in Sri Lanka, he was struck by 
all the things that were wrong with medical services, ranging from malprac- 
tice to ethics: “You can’t just be research-minded. For all the things wrong 
there is always something else that is worse. It is complicated to develop one 
area when others would remain in the state that they are. Can it be effective 
when other areas are so poor? But rather than critiquing, to change the sys- 
tem from outside, it should be worked from within.” Pointing to the overall 
systemic structures, the experience of Sri Lankan hospitals led this student 
to make attempts to move beyond a simple scientific hypothesis and extend 
his research in novel, multidisciplinary directions that include policy, advo- 
cacy, and knowledge transfer structures. 

For others, the challenging nature of the work translated into something 
akin to medical machismo. Working at the sharp end of global health in- 
equalities was not just a humanitarian duty but also an adventure, which re- 
quired one to be able to handle the “toughness” of the setup. Working in 
these settings not only imposed physical demands but also required emotional 
discipline. As one of the SACTRC principal investigators summed up the 


situation, 


Different individuals have different emotional approaches to the work that 
they do here. [PhD student X] really struggled here. He’d get really emotional 
and intense about all things that went wrong and say, “How can you just stand 
beside and look and not do anything?” [Researcher Y] had a bit of that as well, 
and he was very junior at the time... My take on this is that you can’t get 
too involved, that is like the helicopter approach. You can’t just save one and 
then go away; it’s not a sustainable approach. I am very critical of “helicopter 
research.” Some foreigner comes to have a bit of action and tell how things 
should be done and flies away. I think we think that if the project does not 
help people, there is no point doing it. Like in aid, giving money is not going 
to help them to improve medical care. I hate that missionary doctor approach. 
I believe in sustainable change; we can do that when you make a change in 


practice. 


In settings where the local medical capacity is deficient, doing research can 
be seen as detached and frivolous, drawing the researchers away from the 
immediacy of administering help to distressed patients. But, as this researcher 
makes clear, being able to manage the feelings that such intense environments 


generate was part of the emotional work that their jobs required. Too much 


84 Chapter 4 


feeling and the researcher might become too involved with the immediate 
rather than the bigger picture—which in this case meant the promise of sus- 
tainable, evidence-based solutions. 

However, despite the goals of capacity building, career development, and 
sustainable interventions that the collaborative approach created, the research 
funding cycle rendered their work precarious and unpredictable. The direc- 
tor of the group regularly bemoaned the “even bigger” picture in which they 
all worked. He said, “While creating capacity, the project may still be devel- 
oping dependency on the international research circuit.” The uncertainties 
and fluctuations of global research funding thus might lead to an inability 
to develop long-term strategies and continuity for the projects and staff. This 
precariousness meant that the researchers were always worried about their 
careers and prospects, and they often felt pressured to publish as a way of 
showing that they were achieving their targets. 

In this section, we have introduced the organization SACTRC and dis- 
cussed how, through international collaboration, it worked to introduce an 
ideology of research practice consistent with broader attempts to address 
global health inequalities. Achieving this aim involved a subtle blend of dis- 
tance (from the immediacy and intensity of the presenting problems) and 
closeness to local context (to ensure that knowledge and skills were passed 
on and appropriately embedded in local practice). Here, the work of research- 
ers from outside the country was to generate an infrastructure—material, 
social, and intellectual—that would direct the benefits of research into rather 
than out of the country. To get this formulation the wrong way around was 
to risk carrying out the aforementioned “helicopter research”—an unethi- 
cal and unsustainable approach that would smack of neocolonialism. 

However, an appropriate local infrastructure is but part of the story. In 
the next section, we turn to a closer consideration of the relations that made 


up the collaborative endeavor. 


Trust 


One question that Salla regularly put to the researchers was, What makes a 
good collaboration? The director of SACTRC answered the question in the 
following way: “I guess, firstly, some sort of agreed common purpose or goal 


among the people who are involved. It’s certainly very important because I 


The Paraquat Poisoning Trial 85 


think it underpins one of the other things, which is that if you can agree on 
common purpose and goals then it’s a lot easier to develop high levels of trust 
about what all the players’ motives are.” Significantly, in this view trust fol- 
lows common purpose and not the other way around. This view was echoed 
by one of the SACTRC managers, who also placed clarity of purpose high 
on his list of explanatory variables: “You have to have a common goal and 
object. You have to identify the right people. Each member needs to have 
their task, their role in the project. Good communication needs to be the pri- 
mary thing, and all things should be addressed up front. You need to find 
the right people who have the interest from our joint protocol, to give au- 
thorship acknowledgement and to work together.” With clear purpose, the 
personnel and other aspects of the trial would fall into place. As the director 


also opined: 


To have a good collaboration you need to have a high level of trust, because 
in clinical research things happen. You can plan as much as you like, and you 
try to communicate things at various levels, but because of the complexity it’s 
inevitable that there will be bumps. When you have those sorts of bumps you 
need to have trust so that you can have a situation where others can say, “Look, 
I’m pissed off.” Everyone’s trying to move ahead with the very best of inten- 


tions, and there has to be this common purpose, so you need that level of trust. 


The clear-cut teleology of the trial, it would appear, was replaced by a rather 
more contingent working out of relationships, which fell back on trust and 
people’s ability to suspend judgment and action long enough for alternative 
and perhaps more collaborative readings of other’s behavior. In this respect, 
trust was seen as key to the social fabric that held the team together, partic- 
ularly when difficulties were encountered. 

Trust is what enabled allowances to be made and relationships to con- 
tinue into the future despite what at any particular point might have seemed 
good reasons not to continue the relationship—what were referred to as 
the “bumps” in the road. In considering the work that the notion of trust does 
in relationships, as opposed to the more elementary question of what it is, 
Alberto Corsín Jiménez suggested that under conditions of doubt and anxi- 
ety, trust has come play the role of placeholder for robust knowledge, the 
knowledge based on the certainties of evidence, audit, and accountability 


(Corsín Jiménez 2011). Trust, he suggests, is an “engine of epistemic distance- 
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compression: where knowledge, responsibility and mutuality collapse 
into an identical social form” (Corsín Jiménez 2011, 178). According to this 
metaphor, trust might serve as the “engine,” and the “social form” that it 
drives looks very much like the collaborations that SACTRC was trying to 
establish. 

However, what is of interest in the context of these collaborations is their 
international character. “International” here signals particular kinds of 
distance to be compressed—and very different readings of knowledge, mu- 
tuality, and responsibility come into play. Consequently, the bumps that 
threaten ongoing trust may be of rather different scale and form when 
working internationally and depending on where one is within the collab- 
orative assemblage. 

One of the areas in which we encountered frequent misreadings of 
collaborative intent was in relation to the management of hierarchy. In pro- 
fessional encounters, Sri Lankans are rarely expressive of their feelings. Con- 
frontation is generally avoided, with conflicts sublimated and managed 
through compliance and passivity (for example, see Chapin 2014, 103). With 
these sensitivities in mind, good collaborations were seen as ones where a 
shared vision was underpinned by efforts to anticipate the local sensibilities. 
The ideology of collaboration as enshrined in earlier visions of the scientific 
norm was one in which there were ideals of openness and accessibility un- 
derwritten by presumptions of a flat and flexible community of co-working 
scientists. In Sri Lankan medical circles, on the other hand, relations are typ- 
ically hierarchical and segmented, with high levels of loyalty presumed to 
exist between seniors and their junior staff. 

Given such steep power gradients, confrontations were best avoided, 
and there was a good deal of compliance, even when juniors felt doubt or a 
lack of confidence in the actions of seniors. Suspicion and jealousy also are 
common, along with the idea that corruption is rife beyond the immediate 
world in which a person operates. Foreigners, in particular, are treated with 
caution. This is hardly surprising given that for most local doctors and ad- 
ministrators these international collaborations would often introduce lev- 
els of resources that could prove very disruptive when released into local orga- 
nizational hierarchies. 

Collaborations also take on organizational forms that local staff may find 
difficult to read. For example, SACTRC presented itself to local audiences 


as a “collaboration” rather than an institution, and, moreover, as one that es- 
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chewed hierarchy and presented itself as a loose confederation made up of 
little more than the relationships it comprised. This way of presenting SAC- 
TRC created problems for how power and authority were read. Against this 
backdrop, attempts by the SACTRC management to work in a spirit of open 
communication with local hierarchies could be a cause of confusion. For ex- 
ample, the junior and frontline researchers at times expressed unease at the 
lack of clarity regarding the structures, responsibilities, and authority in their 
work. 

In institutional settings that are often conservative and bound by conven- 
tion and protocol, this foregrounding of people and relationships rather than 
organizational form was troublingly radical. Thus, despite the attempts to 
establish flat and fuzzy ways of operating, the subtleties of working across 
divisions of labor were not without tensions and were apt to be reconfigured 


by local researchers into the more familiar hierarchal mode. 


Authorship and Publication 


A story related by the SACTRC director captures some of the sensitivities 
that underlay what, on the face of it, was a clearly defined and perfectly am- 
icable relationship between a consultant and the research team. It concerned 
publication both as an index of efficacy of collaboration and as a marker of 
academic prestige. In an interview, he described the background to the mis- 


understanding: 


When we had a joint research meeting where we mostly discussed interven- 
tion type stuff, [we] asked if one of the consultants [physicians] was interested 
in interventional studies, and he said, “No, no, no.” I said, “That’s fine, it’s 
good that we know you don’t want to do that. You are in charge.” The study 
that we did in his ward—with his blessing but not direct involvement—went 
on without him, findings were published, and he was acknowledged in the 
publications. But nonetheless really what evolved out of all of this was that 
he felt that we didn’t value him and that we ignored him, and he felt that he 
had not been acknowledged enough. Part of this was because probably he had 
not even looked at the papers we’d sent him where we'd acknowledged him. 
Because of this, he decided to punish us. He was not going to allow any re- 
search in his ward at all; now he was really in charge. We spent a number of 


meetings trying to understand what the issue was. It took maybe seven or eight 
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months for him to finally come out and say what the issue for him was. I deci- 
ded to write a short but simple letter to say that I was very distressed that 
he’d felt that he hadn’t been acknowledged and to try and explain the pro- 
cess of research and that there weren’t ten papers out of that research which 
he wasn’t acknowledged in. There was only one, and he was acknowledged 


in it. Interestingly, a few days later he allowed us to come back into the fold. 


This example illustrates similar issues about territories and power to those 
described earlier in relation to the physician uncertain about accepting CRAs 
onto his ward. Here, however, a misunderstanding about acknowledgment 
resulted in the closure of a trial site for several months. In a society that pays 
such careful attention to the observance of hierarchical etiquette, not being 
included as an author was taken as a significant rebuff. 

Given the importance of patterns of authorship as providing “transactional 
traces of past collaborations” (Strathern 2012, 119) and the common desire 
to collaborate to gain access to publications, international opportunities, and 
recognition of one’s work, the ward physician’s response was hardly surpris- 
ing. It suggests a pattern of sensibilities that do not match straightforwardly 
with those of the researchers. Publication was also an issue that frequently 


exercised members of SACTRC, as the director opined: 


I think we try, when papers come out, to send copies to everyone who’s been 
involved in the paper, whether that’s an author or whether that’s people who 
are acknowledged in the paper. When you're in the collaboration, you say, 
“Look, we're going to acknowledge the work you do.” It depends on people’s 
understanding of that. If they’re co-authors on the paper, then they often know 
that the paper is in preparation. Normally you tell people that this is what 
we're doing. Everyone’s work is acknowledged; these are authorship rules. If 
you want be involved as an author then there are certain things you have to 
do. People then have to understand that. Perhaps in the physician’s view, 
acknowledgment was that he would like a silver plaque. Perhaps that’s a good 
idea. People should have all got something they could stick up on the wall. 
That’s a very Asian tradition. From an Australian perspective, I think it’s very 
nice but unnecessary to have that level of acknowledgment. But at the end of 
the day if you’ve already got 130 publications it’s not really an issue, but if 
you've got two, it is . . . I’m guessing on the spectrum of complete trust to com- 
plete suspicion, you know, probably a certificate would be very useful to 


make the relationship concrete. 
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The director’s further reflections on the importance of acknowledgments 
and transparency in recognizing everybody’s role in publication indicate the 
cultural mismatches that may occur in how acknowledgment is enacted. 
The use of ghost writers in clinical research (Sismondo 2009) as well as 
the rejection of gift authorship has led the International Committee of Med- 
ical Journal Editors to draw up clear guidelines as to who should be ac- 
knowledged as an author. Including all who have contributed, ranging from 
junior and technical staff to project principal investigators, is an important 
objective of these guidelines. Those who have few papers and for whom 
building a curriculum vitae is crucial may feel upset if they feel that they are 
being used as facilitators and data collectors rather than being included as 
authors. Although this sort of critique was not directed at the international 
research in Sri Lanka, several researchers of Sri Lankan origin did mention 
that it was common in Sri Lankan academia at large for seniors to expect 
their juniors to do all the work—for which they rarely got credit. The im- 


portance of intellectual support from seniors was also underlined by another 


of the SACTRC managers: 


Publication is one of the main parameters of success [of the collaboration]. We 
have had about twenty to twenty-five papers each year. This year we've al- 
ready had eight, last year we had eighteen. That’s been a real success. Usually 
in Sri Lanka, supervisors take a long time to comment on papers and gener- 
ally do not discuss things carefully to their students and provide intellectual 
support. Whereas, these supervisors make a change by putting their effort 
and sharing their experiences. Finally, we had funding flexibility and statis- 


tical support that allowed us to publish so much. 


All the collaborators in SACTRC had agreed to work within accepted 
authorship rules, which included an early opportunity to be involved in re- 
search and papers in their area of interest. In the collaboration, authority was 
distributed based on effort, but there was also pressure to publish. Despite 
the collaboration being a nonprofit research body, its funders were seen to 
operate on a commercial output-driven logic of reward. Where publication 
and authorship were concerned, there were no discounts when it came to the 
demands of working in a low-resource, high-pressure setting. Those who in 
their role had found themselves spending a lot of time building the social 
infrastructure for the studies in the hospitals were at times criticized for their 


slow publication rate. 
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In sum, working to address global health inequalities through interna- 
tional collaborative ventures of the kind described here would appear to fol- 
low certain principles: sharing a vision, building on existing knowledge and 
experience, choosing partners with whom one can work, establishing clear 
roles and relationships, building trust and friendships, maintaining good 
commitment, and ensuring that collaborators are recognized in the outputs 
of the research. Yet the attempts to realize these principles by blending an 
open and democratic mode of working with local conditions presented some 
considerable challenges. We saw a wide spectrum of relations in play. These 
ranged from the thrill of working in difficult circumstances on mutually in- 
teresting and exciting research questions with companionate colleagues 
through to emotionally draining rounds of persuasion and diplomacy to en- 
sure that access to the hospital wards was secured and maintained for the 
duration of a trial. Communication could easily falter, and mutual expecta- 
tions would fail to be met. 

The international and Sri Lankan collaborators were keenly aware of 
these difficulties, and they were perhaps unusual in the extent to which they 
incorporated an awareness of the issues into their practice. They were eager 
to challenge what they saw as the colonial legacy of tropical medicine, which 
cast the developing world as a place that is acted upon, rather than a place 
that performs the actions. Although they made an effort to eschew the hub— 
spoke, north-south, donor—recipient models of development by using col- 
laborative work as their vehicle, the power relations still continued to be 
written into the modalities of collaboration in practice. Underlying the sci- 
entific aims of collaboration are a plethora of other assumptions, which may 
surface in day-to-day interactions. These interactions speak to the different 
scales of the research-as-development nexus, and they point to the impor- 
tance of mundane, day-to-day relations in research practices. Here we see 
the importance of personal networking, securing employment for oneself 
and others, accessing training, and getting into positions to control the flow 
of resources to individuals and institutions. 

The managers of the collaborations we studied were not unaware of these 
challenges, and they made attempts to rationalize them into short- and long- 
run strategies. Doing so required mindfulness of global research as part of a 
global assemblage of institutions and relevant research and health care prac- 
tices as well as an ongoing evaluation of the relationship between local and 


international research cultures. 
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In this chapter and in chapter 3 we have provided a descriptive account of 
the running of two clinical trials. The trials we studied were both nested in 
socio-technical networks that used the same modality of knowledge produc- 
tion: randomizing a small number of patients as trial participants to see 
whether a particular drug worked. The trials shared a common methodol- 
ogy and scientific rationale, but we have shown how they were very differ- 
ent in terms of their purposes and the contexts in which they took place. They 
varied in the networks they tapped into locally and internationally, in who 
funded them and in what ways, in where they looked for ethics guidance 
and regulation, and in who they viewed as being the ultimate beneficiaries 
of the trials. 

The poisoning trial was established with the aim of addressing a human- 
itarian crisis in Sri Lanka. It was broadly situated within concerns about 
the large discrepancies in health research funding directed at developing- 
world health problems, and it was initiated by international researchers with 
an interest in medicine in low-income settings. The research would gener- 
ate important benefits in the form of academic publications and improved 
clinical guidelines for the treatment of poisoning admissions, which would 
help not only Sri Lanka but also other low-income countries facing similar 
problems. 

The specific challenges for collaboration that the team members faced 
had to do with social relations and working within a hierarchical health care 
system that had limited experience with clinical trials research. To initiate 
and maintain the necessary social relationships required the cultivation of 
trust, particularly given that the motives of outsiders were apt to be viewed 
with suspicion. Differences in cultural background were flattened out by the 
emphasis on a common purpose in terms of the scientific enterprise, which 
was often expressed in sentiments such as “We're all scientists, and that’s 
what counts—if we get along and you're good in what you do, we can collabo- 
rate.” Ideally, the researchers gained no concessions for being from a “devel- 
oping country”—science and its scientists would be as good as anywhere in 
the world, and science was presumed to be the medium they all had in com- 
mon. In theory, this left no space for prejudices based on ethnic background, 
cultural traditions, or nationality. The ways in which the people who were 


involved in the collaborations talked about their groups suggested that it did 
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not matter where someone was from so long as they wanted to work together, 
knew what they were doing, and got along well on an interpersonal level. 
These attitudes coincided with the research ethic that emphasized the broader 
benefits of the research and its broadly utilitarian purpose—secking to gain 
the maximum value for the maximum number of people. 

In the industry-sponsored trial, the dynamics were somewhat different. 
The initiative for developing the trial came from Sri Lankans, so the trial 
was embedded in local relationships in a very different way from the poi- 
soning trial. In the industry-sponsored trial, the assimilation of interna- 
tional research into local medical settings appeared to be largely unprob- 
lematic. The researchers were working with the support of the established 
hierarchies rather than in opposition to them. As such, the financial means 
and mutual efforts were geared toward establishing an internationally recog- 
nized trial site that would thereby attract more international research. The 
research teams were intent on gaining experience with research ventures of 
the type approved by the U.S. Food and Drug Administration and to cultivate 
practical skills that would enable them to comply with the International Con- 
ference on Harmonization Good Clinical Practice Guidelines (ICH-GCP). 

Performing trials at this level was used to show international and local 
onlookers that Sri Lanka was an attractive trial site from both operational 
and regulatory perspectives. This aspiration was realized by creating a dis- 
tinctive space and time within the usual operations of a hectic public hospi- 
tal ward. The pharmaceutical company’s motivation for the Joint Pain Trial 
was, in the longer term, profit-oriented as the drug was intended for distri- 
bution in international markets. The drugs, if approved, would be too ex- 
pensive for local consumers and would ultimately benefit patients in richer 
parts of the world. However, in line with the trialists’ shorter-term intentions, 
the patients taking part in the trials derived immediate benefits from the 
study. 

As in the poisoning trial, the relationships within the team were very re- 
laxed, yet the functioning of the Joint Pain team was marked by adherence 
to roles and strict compliance with the protocol policed by outside agents. 
Local researchers were also mindful of structural imbalances between them 
and the international research community at large. They recognized the dif- 
ficulties in raising levels of expertise in a context where first-class science 
education is in short supply, as are the resources needed to carry out world- 


class research. In other words, it was important for researchers not only to 
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advance the research but to work simultaneously to address deficits and im- 
balances along the way and collaboration was their pathway to this. 

This strategy is consistent with our notion of first-order development de- 
scribed in the introduction—that is, one geared to setting up research units, 
hiring and training staff, gaining high-impact attention, attracting further 
funding, and improving the material settings of laboratories. The trial was 
treated as a resource-rich stepping stone toward developing other types of sci- 
entific research and collaborations. Consistent with this more pragmatic ap- 


proach to capacity building was an ethical logic that might best be described 


as one of practical deontology—acting according to ethical expectations. In 
this case, the expectations were dictated by the protocol and by the ICH-GCP 
guidelines within which the protocol was framed. 

In table 1, we summarize the similarities and differences between the two 
trials. There were considerable differences between the contexts in which the 
trials took place, but one common underlying feature for both was what one 
of our interviewees referred to as the “developing country factor.” Unlike re- 
search collaborations that take place in relatively affluent settings, those we 
have considered here had to work against a backdrop of inadequate resources 
and a vitiated health care system. Such inequalities posed challenging ques- 
tions for collaboration in practice: Who controls the research agenda? How 
can salary differentials between local and international researchers be rec- 
onciled? How can the outcomes of research be rendered as local benefits 
rather than only helping external others? Overcoming these challenges 


was cited by researchers on both trials as practical and moral reasons for why 


Table 1. Different features of the joint pain and paraquat trials 


Features Privately Funded Publicly Funded 

Knowledge Proprietary Humanitarian 

Direction of knowledge Out In 

Capacity-building aim Build an international level Train local researchers 
group, enable further and doctors 


scientific research 
Regulation GCP guidelines Research ethics 
Ethical logic Deontology Utilitarian 


Marketing aim Primarily Western Sri Lankan/Asian 
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international collaboration was important. Collaboration was a means to gain 
access to international networks, publication outlets, and funding in the 
future. But above all collaboration established a viable, sustainable local re- 
search culture that could address local problems more directly and as part of 
a wider development agenda. These objectives, moreover, were strongly un- 
derscored by the local ethics committees. In short, our interviewees did not 
look on collaboration merely as a practice but also as a value (Strathern 2011). 
Moreover, collaboration carried potentiality: it was strategic, aspirational, and 
forward looking. Hence, the rhetoric of collaboration began to align closely 
with that of development, reflecting hopes for a future in which there would 
be progress and improvement. 

This alignment might appear to be self-evident in its effects, but it de- 
pended in practice on a great deal of work on the part of the researchers to 
reshape their conceptual language and ensure that the categories were clear. 
Without this second-order epistemic work, transnational research would not 
be operable in the diverse settings in which it lands. In the next three chap- 
ters we turn to the question of second-order development and the ways in 
which the running of the Joint Pain Trial and the Paraquat Poisoning Trial 


introduced conceptual and epistemic changes in local practice. 


Chapter 5 


LOCALIZING ETHICS 


The idea of the “human subject” as it figures in the guidelines regulating 
international clinical trials is a relatively new one in Sri Lanka and must take 
its place along with an existing repertoire of ideas relating to patients and 
the “sick” role. What does it mean, then, to render this concept operative in 
local settings as a necessary corollary of running a clinical trial to acceptable 
international standards? Here, we reflect on conversations we have had with 
those whose responsibility it was to answer this question. First, however, it is 
necessary to take a step back to consider how the idea of the human subject 
came about. 

In the first volume of his History of Sexuality, Michel Foucault identified 
an important threshold in the transition to modernity in Europe, the point 
at which natural life began to be included in the mechanisms of state power— 
politics, in effect, gave way to “biopolitics” (Foucault 1978). Foucault argued 
that in the formation of modern nation states, control of people’s bodies is 
key to their governance and a feature of this control is the delineation of sub- 


jects who are likely to think of themselves in terms that are individualistic, 
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self-governing, choice making, and free. In this view, bodies take on a new 
importance as they become the sites at which state power is exerted in the 
form of regulation, measurement, and monitoring. Care of the body through 
biomedicine has emerged as one of the primary apparatuses to achieve this 
and out of which have emerged different modes of subjectification—that is, 
new ways of connecting an individual’s interior states (subjectivity) with the 
external conditions under which they live. 

In recent contributions to understanding the biopolitical consequences 
of modern biomedicine, a plethora of neologisms have been brought into 
play. These have included biological citizenship (Petryna 2005; Rose 2007), 
biomedical citizenship (Decoteau 2013), therapeutic citizenship (Nguyen 
2005), pharmaceutical citizenship (Ecks 2005), and experimental subjectiv- 
ity (Sunder Rajan 2005a). Each of these formulations seeks to capture the 
changing constellations of state, subjectivity, and biomedicine as these play 
out in a variety of different settings (see also Beisel 2015; Kelly 2015). These 
notions of biopolitics and governmentality and the insights they make pos- 
sible are useful in that they enable us to map the different ways in which 
human life is rendered manageable as an object of expert knowledge and 
open to the legitimated intervention of the trialist. 

The specific governmentalities that we are interested in tracking here are 
those that feature in the guidelines, declarations, and policies used to regu- 
late clinical research globally. We also are interested in how these are made 
workable in local settings. The notion of the human subject as an entity that 
exists outside of time, culture, and place is found throughout documents such 
as the Nuremberg Code and the Belmont Report. These foundational doc- 
uments have at their center the idea that the subjects of medical therapy or 
research should never again be reduced to a state of “bare life,” as they were 
in the concentration camps of the Third Reich where they became “life that 
does not deserve to live” (Agamben 1998, 136). Ethics guidelines thus recog- 
nize research participants as agents who have rights to self-determination. 
The application of these rights is believed to shift power from the state to 
the individuals themselves, thus ensuring that people will not be exploited 
as part of medical research. References to the philosophical principles of au- 
tonomy and individuality reinforce this shift, and they are given practical 
instantiation through the process of ethics review. These are powerful pre- 


cepts, but they are not without their critics. It has been argued that the phil- 
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osophical underpinnings of bioethics are based on Western—even Anglo- 
American—rather than “universal” values (Durante 2009; Hedgecoe 2004; 
Marshall 1992; Turner 2003). This notion of the subject is fundamental to 
international policy documents on health and bioethics, but the idea of a sub- 
ject that is universal, autonomous, and individualized is, while transhistori- 
cal and acultural in its utility, less convincing when carried into other set- 
tings (also see Holden and Demeritt 2008, 82). 

Subjects do not exist in isolation. Recent anthropological theorizations of 
subjectivity have drawn attention to the ways in which it is always relational, 
porous, partial, discursive, and malleable (Biehl, Good, and Kleinman 2007). 
In this view, subjectivities are locally specific and situational, pointing to the 
need to understand context-specificities when analyzing the construct of the 
human subject. As Kaushik Sunder Rajan (2005) pointed out, subjectivity is 
not a “placeless” concept. Rather, we are dealing with particular regimes in 
particular places, and ethnography is crucial for capturing the messy, non- 
linear, and contingent realities that Sunder Rajan’s observation implies (see, 
for instance, Das and Das 2007; Kleinman and Fitz-Henry 2007). Another 
way of thinking of subjectivity-in-context is with Michael Carrithers’s in- 
sightful elaboration on the classic Marcel Mauss essay on the notions of per- 
son and self (Carrithers 1985; Mauss [1938] 1985). 

Ina carefully argued critique of Mauss, Carrithers interrogates the terms 
person and self—or, more precisely, the personne and the moi. The moi he de- 
scribes as referring to conceptions of the self within a wider cosmos and as 
typically used to reference an inner life that is individualistic in its forma- 
tion. Carrithers defines the personne as “the social and legal history of the 
individual in respect to society as a whole” (1985, 235). What is distinctive 
about this aspect of the person is the extent to which it reflects the “ordered 
collectivity” of which he or she is a member. In elaborating these concepts, 
Mauss was intent on making a specific point about the mo:—namely, that it 
had appeared at a particular point in history. However, using textual evidence 
from fifth-century India, Carrithers demonstrated that this was not the case; 
he argued that it is difficult to divorce the outward looking, social individual 
from the inward looking, psychic individual in the ways that Mauss at- 
tempted in his essay. What began for Mauss as a simple Durkheimian oscil- 
lation between the individual and society begins to look like a much more 


complex dialogue between consciousness and history. In ethnographic terms, 
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the relationship between moi-theories and personne-theories needs to be care- 
fully specified if it is to be understood (Laidlaw 2014, 38—39). This distinc- 
tion is important because it throws light on tensions that emerge regarding 
conceptualizations of the self as they are embedded in ethical guidelines and 
protocols. This distinction is not one of Western versus Eastern self but of 
the universal-subject-as-assumed-on-paper versus the messy, socially located, 
historical, contextual one found in practice (Simpson 2018). 

This tension is elaborated by the social anthropologist Michael Lambek 
(2013), who has drawn attention to two kinds of personhood: the forensic 
and the mimetic. He traces the notion of the person as forensic back to the 
seventeenth-century English philosopher John Locke, who used this term to 
designate the temporally continuous and rationally accountable person. This 
is the “modern” person now written into legal documents, who is believed 
to be capable of making contracts that will endure through time and for 
which he or she will remain morally and legally accountable. Similar pre- 
sumptions lie at the core of the “informed consent” procedures that feature 
in biomedical encounters, which are evident in the practices of signing, wit- 
nessing, and the retention of documents as evidence of informed consent. In 
these transactions, the forensic person is the one who is deemed capable of 
autonomous, intentional, self-originated decisions, who, as that same person, 
can appreciate the consequences of these decisions at subsequent points over 
time. Indeed, doubts about this particular competence provide grounds for 
overriding or reallocating authority to provide informed consent. 

By contrast, Lambek introduces the idea of the mimetic person, a term 
intended to capture the routine and performative aspects of human social 
life that entail “embodied articulation unmediated by conscious reason” 
(Lambek 2013, 848). These are then not the rational and calculated acts nec- 
essary to realize informed consent but the messy entanglements that come 
with a quotidian ethics. In our everyday lives, we are multiple and shaped 
by our partial lives with others. These work at different scales; sometimes 
they might work together, and other times they may not. In the context we 
describe in this chapter, researchers who enact distinctively local medical 
practices when it comes to dealing with patients are also researchers within 
the episteme of global clinical trials. This is a juxtaposition that creates cer- 
tain kinds of tension that require work and creativity to achieve workable 
resolutions. In short, in the constitution of persons, several dimensions— 


forensic and mimetic, continuous and discontinuous, conscious and embod- 
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ied, fixed and malleable—are in play. Or, as Carrithers would have it, they 
are in conversation (1985, 255). 

The account of this conversation that we develop here draws attention to 
the way that collaborations carry with them particular fragments of govern- 
mentality and imagined notions of human subjectivity. We show how these 
fragments, especially regarding the forensic person, become woven into a more 
extensive fabric of local history, politics, and culture that in turn shape local 
notions of subjectivity and personhood. Crucially, entanglements with these 
processes do not displace the existing modes of subjectification but are 
laid down as accretions upon those existing forms. In effect, in seeing research 
as development, what we are highlighting is the preexisting field of social 
“forces”—the power dynamics, discourses, and practices out of which the 
human subject is brought into existence as a sine qua non of international re- 
search collaboration. 

The ethnographic entry into this field is not via patient subjectivity per 
se—we did not focus attention on research participants directly because the 
interest of our research was intentionally set at the level of collaborative strat- 
egies in international biomedical research. As such, we mostly worked with 
doctors and researchers as mediators of a kind who, in their roles as profes- 
sionals, experts, and intellectuals, performed a crucial brokerage role in the 
reception of new forms of knowledge and the development possibilities that 
these enabled. Crucially, however, the researchers and doctors do not simply 
pass on such knowledge; rather, in the manner of the para-ethnographers 
and theorists of the human conditions they encounter, they also endorse, in- 
terpret, critique, and question according to the rationalities and pragmatics 
of their time and place (Boyer 2008; Holmes and Marcus 2005). In effect, 
theirs is a situated response to the essentialized, biologized, and individualistic 
model of the human subject that it was their job to usher in. We investi- 
gated the discourses regarding subjectivity and the human subject as they 
were emerging out of the engagement with clinical trials. 

Among those we spoke to, it was clear that there were differing levels of 
exposure to bioethics and the new requirements for research governance. 
Some of those interviewed could be thought of as bioethics advocates and 
activists, who were very well versed in ideas of human subject protection; 
others, such as the junior doctors we described in chapter 3, had limited for- 
mal training in ethics. The answers of the latter to the questions put to them 


consistently returned to two mimetic themes or modalities that characterized 
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their attempts to make sense of the idea of the research subject in the con- 
text of clinical trials in Sri Lanka. 

The first modality concerned how their subjects were seen as family 
centered; that is, they were viewed not as autonomous or self-governing, as 
the presumptions of a Western-oriented bioethics would have it, but as 
heteronomous—that is, likely to seek the influence of others in their deci- 
sion making. In the researcher—patient encounter, the subjects exercised a 
complex and blurred agency, from which others are not easily separated out. 

The second modality concerned the centrality of medical paternalism in 
researcher—patient relations in Sri Lanka. Subjects are attributed with dis- 
tinct forms of what we might think of as patiency (cf. Reader 2010)—the 
culturally specific ways of being a patient and with which goes a sense that, 
in this encounter, things will be done to them by doctors who are presumed 
to be benevolent. 

Yet with new ways of imagining people’s involvement in biomedical re- 
search, forensic personhood is brought to the fore. Correspondingly, but no 
less problematically for our interlocutors, the mimetic aspects of personhood 
must be suppressed. The result is an occidentalist discourse in which West- 
ern individualism is negatively contrasted with Asian sociocentricity (Buruma 
and Margalit 2005; Carrier 1995). As we will see, these usages are strategic, 
overly determined, and essentialized when deployed in the rhetorical play on 
what it is to be a person in Sri Lankan society. They are important when it 
comes to understanding the vernacularization of the notion of the human 


subject in clinical trials. 


Family as a Decision-Making Unit 


We now turn to an area of concern that surfaced in the accounts of many of 
the researchers with whom we spoke: the difficulty of squaring assumptions 
about the forensic, autonomous experimental subject with those of a less in- 
dividuated, more specifically family-centered subject. 

Ata very general level, the researchers we interviewed all embraced indi- 
vidual informed consent as essential to the proper conduct of a clinical trial, a 
claim that was borne out in our own observations of the actual trial proce- 
dures. They explained that it is crucial that the patients are asked for their 


consent: “It is their right,” one of the junior researchers proclaimed. How- 
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ever, they were also critical of the practical implementation of consent as typi- 
cally enshrined in universal guidelines for human subject research (that is, 
seeking to obtain consent from an individual who is fully informed of just 
what the research will entail, what their rights are, and what the duties of 
the researchers are). The doctors and researchers were keen to point out that 
decision making in the context of medical research in Sri Lanka is not 
straightforwardly individualistic and autonomous, but family centered. A 
professor of pharmacology explained that in Sri Lanka, as elsewhere in Asia, 
it would be more suitable to think of the regional differences as what she 
described as “Asian bioethics” versus the more universal bioethical guidelines 
that she thought represented particular Anglo-American values: “I see the 
main difference in the idea of autonomy. First of all, Asian bioethics is more 
family centered. Ethics should be seen as responsibilities and duties toward 
others rather than as individual rights. The person should be perceived ho- 
listically in his or her context and life situation.” 

The professor implies that ethics—taken here as originating out of a 
Western philosophical tradition—are not value neutral; rather, they have 
key conceptual notions embedded within them. She sees the pronounce- 
ments of many Western bioethicists as based on individualism and individ- 
ual rights. She presents a different vision of bioethics that, in her view, 
would be more useful in Sri Lanka than the version being ushered in via 
the international guidelines and capacity-building endeavors. She points to 
“autonomy” as fundamental to this tension and suggests that Sri Lankan 
culture is not individualistic—the subject needs to be understood within 
this context. 

Yet what constitutes the boundaries of the context is fluid. All doctors who 
have studied at the postgraduate level in Sri Lanka were trained in the United 
Kingdom, United States, or Australia. There is no such thing as a “pure” Sri 


Lankan mindset. As one senior researcher commented, 


Universal [bioethical] guidelines are not universal .. . The fundamental prob- 
lem that I have with bioethics is that they are not centered on an Asian phil- 
osophical background and they are based on autonomy, which is a more of a 
Western concept. There is great room for thinking about this from an Asian, 
Buddhist standpoint. Of course, the problem is that we [doctors] are all West- 
ern educated and have adopted Western thinking. It is difficult to go back 
and study that. These kinds of ideas are not popularly [sic] discussed. 
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The target for critique in these enmeshed encounters is the notion of indi- 
vidualism, which is seen as somehow alien or antithetical to an Asian or spe- 
cifically Buddhist viewpoint. 

A poignant expression of the differing modes of decision making in Sri 
Lanka was given by a junior researcher working in the Joint Pain Trial: “In 
our culture anyone can’t [= no one can] function as an individual. They [the 
participants] need their family support and to discuss all matters together at 
home with their families. Especially women feel the need to discuss with 
their families. They need their families’ approval. Someone has to escort them 
to come to the trial.” This response was given in the context of a discussion 
about consent, which had prompted the researcher to describe Sri Lankan 
society as family oriented. She suggests that decision making resides more 
naturally within a set of family relationships than as something an individ- 
ual is expected to do. She also hints at the patriarchal nature of decision mak- 
ing in Sri Lankan families—women would usually be expected to turn to 
their husbands, fathers, brothers, or sons for advice. Moreover, this inclina- 
tion comes from the researchers as well, not just the participants and their 
family members. 

Forms of subjectivity that are not solipsistic but deeply rooted in others 
are ones that might grate with much of the thinking that informs an 
autonomy-focused bioethics. Yet among our Sri Lankan interlocutors they 
resonated strongly. They also figure in the long scholarly tradition in South 
Asian anthropology and sociology. In South Asia, the notion of a person has 
been described as dividual—that is, not individualistic but relational (Dan- 
iel 1984, 1989; Dumont 1970; Marriott 1976; Mines 1988; Trawick 1990). The 
term originated from McKim Marriot’s discussion of exchanges of substance 
such as food and body fluids among Hindu families in India, suggesting that 
these substances render the boundaries that lead to the constitution of the 
individual as porous and partial. The argument suggests that there is an 
intercorporeality at work in these transactions that connects people in ways 
that are distinct and have implications for the experience of personhood. 

Subsequent ethnographic studies have, however, suggested that the no- 
tion of dividuality has been overplayed (Jeffery and Jeffery 1996; Lamb 1997). 
In particular, the term has been associated with a problematic cultural di- 
chotomy: dividuality describes a kind of personhood distinctive to South Asia 
that is set up in opposition to the much-vaunted individuality of the Western 


person. This is not a dichotomy that we want to extend here: all subjectivi- 
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ties are relational (see also Biehl, Good, and Kleinman 2007; Englund and 
Leach 2000). 

Nonetheless, it is interesting to note that these earlier anthropological writ- 
ings on dividuality echo the arguments made by researchers in Sri Lanka 
about the importance of others in general and in decision making in partic- 
ular. Their arguments also resonate in accounts of what happens when forces 
push in the opposite direction—when people become cut off from their 
social networks. In Sri Lanka, there are widespread beliefs that there is 
vulnerability in isolation. This state is captured in the notion of tanikama 
(Sinhala) or zanimai (Tamil). These concepts refer to the sense of aloneness, 
loneliness, or isolation that people feel when they are cut off, either psycho- 
logically or physically, from others and most typically from their relatives. In 
this state, the sense of vulnerability people feel may result in illness or even a 
demonic attack, known as tanikama dosa in Sinhala (Daniel 1989; Kapferer 
1983). Although the patients and research subjects were not described in 
terms of vulnerability, it was clear that researchers were quite comfortable 
with consultations in which multiple relatives were present. 

The researchers were careful not to create situations in which their patients 
might feel socially and psychically isolated. A powerful illustration of this point 
might be taken from the way in which consultations with a patient often 
took place amid a small crowd of kin, all of whom listened intently and of- 
ten offered their own contributions to what one might otherwise think of as a 
private communication. In other words, a particular model of sociality comes 
into play in the way Sri Lankan patients prefer to make decisions about 
their participation in medical treatment—or in clinical trials. It is an ap- 
proach that typically incorporates others, specifically family members. What 
the researchers described is a process in which the particular notions of sub- 
jectivity that come with the ethics of human subject research appear to be at 
odds with the beliefs and values that they and their patients bring to these 
encounters. In effect, to create the autonomous, or forensic, subject entails 
stripping away social relations, rather than efforts to locate the subject within 
them. 

The existence of these two discourses—an emphasis on individuality and 
autonomy versus relationality and heteronomy—within the clinical trial en- 
counters left the doctors and researchers in a conceptual limbo. As we saw 
in chapter 3, consent often explicitly factored in the families of the research 


subjects. The subjects consenting for the Joint Pain Trial were sent away to 
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give them time to discuss with their relatives what their participation in the 
trial entailed. As will become apparent, however, it is not only the relation- 
ship within the family that might influence the subjects’ participation—the 
doctors and researchers see themselves as part of a relational process as well 


when they are recruiting patients to the trials. 


Medical Paternalism and the Experimental Subject as Patient 


Despite a barrage of new documentation and training—for example, in re- 
lation to International Conference on Harmonization Good Clinical Prac- 
tice Guidelines (ICH-GCP) guidelines—older notions of medical ethics and 
the power relations between doctors and patients remain strong in the clini- 
cal trials encounter. For researchers in the Joint Pain Trial, for example, the 
conceptual leap between being “a patient” and “a research subject” was not 
an easy one for them to make; indeed, the research subjects were often spo- 
ken of as patients. The researchers themselves appeared to be perpetrating 
something of a therapeutic misconception in seeing their research subjects 
as recipients of certain therapeutic benefits from the trial, even when they 
were randomized (with some of them thus receiving a placebo). 

Seeing research participants in this way locates both researcher and re- 
search subject in a familiar relationship. In this regard, all the researchers 
spoke about the inclination to medical paternalism, suggesting that the pa- 
tients look up to doctors with great respect and veneration (for similar 
examples from elsewhere, see Chin 2002; Jansen and Wall 2009; Komrad 1983; 
Miller and Wertheimer 2007). A useful notion to introduce at this point is 
that of care, with a consideration of just what kinds of care the informed con- 
sent transaction might be signaling. We might begin with the distinction 
between “caring about” and “caring for.” This distinction was elaborated in 
the context of organ donation in an essay by Sarah Atkinson (2016), who out- 
lined acts of caring for as responses to known and proximate others, whereas 
caring about typically references concerns beyond the immediacy of every- 
day lives.! Put in Lambek’s terms, where informed consent is concerned the 
doctors first signal that they are expected to care about the forensic person 
before they can begin to care for the mimetic person they have before them. 

The researchers whose views we have considered here were concerned that 


in their world they might end up being drawn into caring about, when car- 
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ing for is what they feel they should be practicing as well as preaching. A se- 
nior researcher who was part of several clinical trials addressed the issue of 


medical paternalism: 


When conducting the trial, you read all the information to the patients, but 
the reality is different, and patients are likely not to understand any of this. 
[For example] You have a fifteen-year-old-boy and his illiterate father who 
have never been to Colombo and know nothing about clinical research. Is this 
really informed consent?! Patients here are complicit, and medicine is pater- 
nalistic. Also, patients here will be suspicious if you give them too much in- 
formation. Patients will lose their trust in the doctor if you disclose too much. 
They think this doctor does not know what he is doing, and he will go to 
someone else who will take advantage of his compliancy. This is usually over- 
looked because you know that your intentions are good. But it’s not about 
you knowing that you are ethical because it is easy to overlook your own ac- 
tions if you are assessing yourself. Really you should have an external person 
to do that. With the backdrop of ignorance and paternalism, can we really 


use the same standards of ethics as in the West? 


Like this researcher, many others also pointed out that the patients who 
were recruited for trials were predominantly from poor backgrounds (that 
is, they were attending government hospitals) and were uneducated, so 
they were often assumed to hold a mixture of allopathic and nonallopathic 
beliefs about health and the body. Given these assumptions, the senior re- 
searcher has captured the dilemma faced in inducting people into clinical 
trials when they have limited formal education and are deemed to have 
difficulty assessing the risks of their participation. Despite these short- 
comings, informed consent was nonetheless seen by most of the research- 
ers as a meaningful process. Moreover, putting patients through the in- 
formed consent process upheld the global ideal of individual autonomy, 
and they were also thought to be educated about this important aspect of 
Western medicine as a result. As such, the researchers believed that the 
patients they approached should make an informed decision about partici- 
pation in a trial. 

Even so, concerns remained about what to do when informed consent was 
compromised by the patient’s inability to assess medical details; thus, atten- 
tion turned to the question of responsibility. The senior researcher we inter- 


viewed did not argue for the creation of an (even more) enlightened patient; 
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on the contrary, the suggestion was that the attention should be given to the 
researcher as the person who is in control. Yet the self-governance advocated 
was viewed as problematic—there is always the possibility of misconduct. 
The researcher anticipated this criticism with the suggestion that monitor- 
ing should be done externally to avoid possible abuse of the patient. 
Moreover, the researcher would appear to be suggesting that there is more 
to medical paternalism than just the patients’ purported lack of knowledge 
about allopathic medicine and a simple emphasis on the traditional power 
and status of the researcher. The doctor—patient relationship is suggested to 
be a bond of trust, in which the doctors—should they live up to the ideal— 
look after their patients to the best of their knowledge. In the introduction 
of standardized clinical trials models to Sri Lanka, this aspect of the doctor— 
patient relationship was seen as particularly vulnerable. Another senior re- 
searcher (SR) describes how the conduct of clinical trials has come into con- 
flict with the ideas of agency and patiency that underpin this notion medical 


paternalism: 


SR: What I feel is that going down this clinical trials route will generally 
contribute to further distancing the doctors from the patients. Our consent 
form generated such anxiety among the patients that I felt it was leading to 
distancing. There were instances where I had to talk to the patients for a few 
hours and then I thought to myself, What are you doing here? You’ve created 
so much doubt with the consent form in the patient. By pursuing more with 
the answers than they want probably to hear, I was contributing further to 
the distance. Patients are not looking at it from a philosophical viewpoint but 
the common propaganda. “Western pharmaceutical company is exploiting the 
Sri Lankans, or people from developing countries. Am I going to be a guinea 
pig in this trial?” So I thought to myself, This is not the way to get through to 
these people, there has to be another way. Informed consent as a tool isn’t ap- 
propriate, but it is a standard. How do you get out of it? 

SR: What’s the problem with the distancing? 

Medicine has become a financial transaction, and there is an aspect of 
profiteering at the expense of another. The context of clinical trials would fall 
into that. [The patient might think] What is there for him [the doctor] to offer 
this for me? In the phase 2 trial you don’t really know if it works or not. 
Given that, when you tell the patient that this is situation, it raises the first 
doubt. “If that is the case, why does he want to give it to me?” Then various 


other constructs such as exploitation come in to mind ...In medical pater- 
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nalism in the doctor—patient relationship the doctor knows best. And when 
the doctor knows what is best for me, why is he giving me this experimental 
drug? That’s the conflict. That’s why I feel that there has to be a better way 
of doing this. I just don’t know what that is. 


The researcher here is speculating on the fate of medical paternalism and 
trust in the context of clinical trials. In principle, by consenting to be part 
of a trial, the participants are asked to make a decision for themselves about 
participation. As another of the senior researchers commented, “You're a 
doctor, you’re supposed to know what’s best for the patients. If the doctor 
asks the patient too many questions [as when taking informed consent], the 
patient will think that that you're a bad doctor.” This illustrates the inter- 
connectedness of trust and professionalism: the researchers are expected to 
be in charge, and the process of consent suggests an inversion of the ex- 
pected hierarchy, challenging the bonds of trust that are normally assumed 
to exist between physicians and their patients in Sri Lanka. 

The direction of power and decision making is counterintuitive in the 
clinical trials setting when it is compared to the previous, expected situation 
of the doctor—patient relationship. Landing such trials in a context in which 
medical paternalism is the predominant ethos of doctor—patient relations, 
coupled with the limited knowledge of experimental research on the part 
of the patients, had given many of the researchers we interviewed cause 
for concern that their patients had agreed to be part of trials because 
they trusted the researchers’ expertise in deciding what was best for their 
care—and that trials might even be part of that care. In this encounter, the 
participants were far removed from the model of the autonomous consent- 
giving subject who lies at the core of ethics guidelines and the ethics review 
process. 

Although the patients and doctors were described as relating to each other 
on the basis of a (paternalistic) medical framework, the doctors and research- 
ers we interviewed were nonetheless adamant that autonomy was crucial to 


the ethics of clinical trials 


and, moreover, it was the ultimate right of the 
research participants. None of the researchers were willing to compromise 
the principle of autonomy and informed consent by favoring, for example, a 
blanket approval by an ethics committee. The researchers recognized that 
their patients have a lot of respect for them, and that their patients are often 


uneducated, with limited awareness of allopathic medicine. Thus, they 
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claimed that they made considerable efforts to educate their patients so that 


they could make an informed decision about their participation. 


Making Things Fit 


In summary, the doctors and researchers described certain tensions when it 
came to reconciling the different kinds of subjects that appeared once they 
begin to introduce the experimental logic of the clinical trial. The human 
subject—implicit in the discourses of bioethics guidelines and fundamental 
to the effective conduct of clinical trials—appeared to throw into relief the 
preexisting relationalities in the doctor—patient-family relationship. This re- 
lationship began to be laden with contradictions regarding professionalism 
(how to be professional when being explicit and open marks one out as less 
than competent), paternalism (how to avoid paternalism when that is the very 
thing that many patients expect of a doctor), and the purported lack of 
participant knowledge and education (how to treat participants as capable 
of carrying certain information and making judgments when their compe- 
tence to manage that information is in question). In effect, the clinical trials 
and the guidelines for human subject research within which they are expected 
to operate have begun to reorganize shared assumptions about agency and 
patiency in the clinical encounter. In effecting these negotiations and accom- 
modations, the doctors, researchers, and ethics activists have played an impor- 
tant role as mediators who, by their creative interventions, make things fit. In 
chapter 6, we pursue this theme further by way of an ethnographic account 


of several episodes from the Joint Pain Trial. 


Chapter 6 


NEGOTIATING COLLABORATIVE RESEARCH 


In chapter 5, we described a series of tensions evident in the informed con- 
sent process and how doctors gua researchers managed these in an effort to 
realize research not simply as a biomedical advance but as a project linked 
to local material and conceptual development. Here we examine a further 
set of tensions that emerge in the conduct of clinical trials in settings where 
there is little by way of custom or practice to draw upon. We describe how 
in the Joint Pain Trial questions emerged concerning the normative dictates 
of research practice and the imperatives of medical care in the Sri Lankan 
setting. 

As in the previous chapter, we show how ethical engagement emerges out 
of the research encounter rather simply being a set of values that are fed into 
it. The tension we set out to explore is captured well by one of the investiga- 
tors who, when reflecting on the way that the notion of randomization is pre- 
sented to participants, saw a problem, namely that all principles of scientific 
research needed to be conveyed first in order to put randomization in per- 


spective. For him, the problem had two aspects. On the one hand, he 
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described a gap in science literacy among the potential participants; to get 
them to perform as forensic, autonomous decision makers and to ensure that 
they did not mistake the trial for routine treatment and care, he had to ex- 
plain about comparison and control in great detail. In other words, he had 
to make clear to them that randomization might mean they do not get to 
receive the experimental compound at all. He suggested that there was some- 
thing profoundly novel about the way in which the experimental procedure 
and the modes of knowledge in which it is nested was configured in the lo- 
cal context. 

As we will demonstrate, this researcher’s insight proved to be telling re- 
garding the ways in which clinical trials become embedded in the local con- 
text. As with the reflection of the idea of the human subject in the previous 
chapter, when we consider the standard tools of the trial—randomization, 
blinding, and recruitment—at the level of practice rather than prescription, 
the important role of initiative and creativity on the part of those running the 
trial becomes evident. First, however, we must look at what it was that the 


researchers were trying to accomplish. 


Clinical Trials as a Gold Standard 


Biomedical science derives much of its analytical and empirical power from 
the claims that are made regarding its universality. Irrespective of where the 
techniques and procedures for scientific experimentation are enacted, the 
facts that they yield should be essentially the same at any time, in any place. 
However, for this to be the case, much effort must go into the work of ho- 
mogenization. Statistical categories, terminology, language, scales, measures, 
standards, and properties all have to be calibrated, demonstrated, and put into 
practice in order that they might become “immutable mobiles” of the kind 
Bruno Latour (1987) has elaborated upon—that is, things that might bring 
change without being changed in themselves. Without this work of standard- 
ization, the experimentation upon which development in biomedical sci- 
ence depends will not travel; even if it did, it would produce results that 
were neither valid nor transferable. So “when experiments travel,” to use 
Adriana Petryna’s phrase, a good deal of preparation must be done to locate 
biomedical research within the global scientific episteme (Petryna 2007a, 


2007b, 2009). Typically, a large-scale clinical trial funnels standardized data 
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from diverse settings into analyses that produce results that aspire to meth- 
odological plausibility and statistical robustness. Findings take on the char- 
acter and currency of aggregated evidence, on the basis of which sound 
generalizations might be made. 

The gold standard for clinical trials is the randomized controlled trial 
(RCT), in which subjects are allocated to different treatment groups under 
carefully monitored conditions so that the effects and efficacy might be eval- 
uated (Timmermans and Berg 2003). Immutability and increasing mobility 
are guaranteed through ever more scrupulous adherence to the rules and pro- 
cedures for clinical trials laid out in documents such as the International 
Conference on Harmonization Good Clinical Practice Guidelines (ICH- 
GCP). Evidence that these guidelines have been followed faithfully guarantees 
recognition and acceptance of the results by the wider scientific public, 
including drug regulatory bodies, academic peers, and journal audiences. 
Crucially, however, the demonstrable capacity to index local practice to global 
standards is for the consideration of national bodies such as the U.S. Food 
and Drug Administration (FDA), which grant licenses for new pharmaceu- 
tical products allowing companies to enter lucrative international markets. 

The neatness of the RCT model and its claims to epistemic authority have 
been brought into question by a number of researchers interested in the pro- 
cesses rather than in the products of human experimentation (Cambrosio 
et al. 2006; Helgesson 2010; McGoey, Reiss, and Wahlberg 2011; Moreira and 
Will 2010). Here, the interest is in the mutability of mobiles rather than their 
apparent immutability. Paying attention to process rather than product re- 
veals the modifications, negotiations, creative acts, and interpretations that 
underpin the successful accomplishment of a trial and how the “universalis- 
ing rhetoric” of science operates in practice (Jasanoff 2005, 15). To borrow 
an analogy from Latour, those who are conducting clinical trials are not mere 
placeholders in the mobile (Latour 2005); rather, they are actors who follow 
scripts but also interpret and improvise their parts, drawing on a multiplic- 
ity of experiences, objects, and persons that are presented as unified, com- 
prehensive experimental paradigms (Knorr-Cetina 1999), 

With the arrival of clinical trials into new contexts, a key element is the 
tension that surrounds the new rules and practices that must be learned 
and the familiar routines that, as a consequence, must be put to one side. 
The disunity is not only based on technical abilities and competencies but 


also involves assimilation of different ways of thinking about how to read 
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information from the bodies that find their way into the trial and how to act 
upon that information (cf. Adams et al. 2005). In conducting a trial, there 
are necessarily shifts in ideas about causality, induction, inference, and evi- 
dence as these typically operate in biomedical practice. There is no single 
specific tradition of thought nor one group of authoritative specialists; in- 
stead there is a kaleidoscope of hybrid forms, each with its distinctive char- 
acter, that represent significant points of perturbation, negotiation, and ac- 
commodation in an otherwise smooth world of multisite clinical trials. 

In drawing attention to “epistemic virtues,” Lorraine Daston and Peter 
Galison (2007) highlight how persons who take on the role of knowers in 
these worlds are connected to the knowledge they produce, not only as 
practical orchestrators but also as its moral authors. Yet at the same time they 
must also strive to create knowledge in which the marks of the knower have 
been erased—that is, they aspire to gain “knowledge unmarked by preju- 
dice or skill, fantasy or judgement, wishing or striving” (Daston and Galison 
2007, 17; also see Zabusky 2000). Considering this apparent contradiction— 
between presence and nonpresence, seeing and not seeing, intervening and 
not intervening—requires us to engage not only with the products of science 
but with the social fields and cultural repertoires that inform the practices of 
scientists. 

But how does research become marked with the “social” in a setting in 
which there is no established tradition of biomedical research by big phar- 
maceutical companies but rather one in which trialing and other large-scale 
science collaborations are only just beginning to take shape? This observa- 
tion prompts a second question: in the work that is done to achieve universal 
standards in clinical practice and bioethical oversight, is there a single and 
shared conception of the social in play? As the previous chapters have sug- 
gested, the bringing together of scientific endeavors across large discrepan- 
cies of wealth and development suggests a number of warm themes: networks 
might be extended, knowledge passed on, good scientific practice dissemi- 
nated, innovative synergies improved, a culture of technological dependence 
mitigated, subject protection improved, exploitation challenged, and so forth. 
With the arrival of RCTs, however, cool themes also arise, notably the ease 
with which collaboration and bioethics might help mask exploitation in set- 
tings that are resource-poor and inadequately regulated (these are discussed 


in more detail in chapter 8). 
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We suggest that as collaborations are forged, there is not merely a more 
socially inflected, interdisciplinary, multiauthored “mode 2” science taking 
place of the kind mapped out by Michael Gibbons and colleagues (Gibbons 
et al. 1994; Nowotny, Scott, and Gibbons 2001) but a more complex engage- 
ment between experimental practice and culture that might be better char- 
acterized as science practiced in mode 2”, where the 7 counts for the multi- 
plicity of negotiations that need to take place at the different sites in which 
the work of standardization is undertaken. 

As described in chapter 2, the Joint Pain Trial, which was funded by a 
pharmaceutical company, was an early attempt by Sri Lankan doctors and 
scientists to participate in the global laboratory that RCTs have ushered 
in. To figure in this laboratory, it is essential that local practices meet global 
standards, and that this can be demonstrated, supported, and, most impor- 
tantly, evidenced and audited. Like some landing strip for a latter-day cargo 
cult, the conditions for successful reception of this new form of wealth cre- 
ation had to be built in anticipation.! Glossed as yet another form of capacity 
building, these activities include significant recruitment and training of per- 
sonnel. This includes clinical research assistants (CRAs), trial managers, 
statisticians, and data managers as well as the formation of ethics review 
committees, the establishment of monitoring procedures, and the assembly 
of rooms, computers, and virtual networks that comprise the paraphernalia 
of the multicenter trial. Without this capacity, the benefits of future economic, 
intellectual, and social capital will not flow. 

Within these networks, the RCT figures as a very powerful regime of 
knowledge making. The rigorous objectivity and detachment needed for the 
conduct of a large multisite RCT is capable of prizing apart other modes of 
connection that must be engaged with and rendered irrelevant to the pur- 
suit of credible scientific evidence. As collaborators within this epistemic com- 
munity, we were able to document the process of knowledge production 
and aspects of this reconfiguration: breaking connections, rupturing relation- 
ships, instilling a sense of detachment where before there might have been 
connection, relationships, and attachment as well as creating a complex as- 
semblage in which existing systems, practices, relations, assumptions, and be- 
liefs are transfigured to render the body an object of pure quantification. A 
mode of detachment that is inherent in the method of RCTs is introduced 


that operates on this messy reality and in so doing illuminates and thereby 
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makes available for examination and modification practices that were previ- 
ously likely to have been tacit. The crux of the argument we develop here is 
that in moving toward this detachment, aspects of existing medical and sci- 
entific practices must be disciplined and displaced. Erasing the knower from 
what it is that is eventually known is premised on the existence of certain 
kinds of knowers who must be trained and instructed not just in what to 
know, but how to know it; detachment of the social is necessarily preceded 
by the socialization of detachment. But what exactly are the practices that 
these novel forms of rationality discipline and displace? 

To situate the findings, we remind readers of the Sri Lankan medical sys- 
tem which can be said to be a largely “craft’-oriented form of practice and 
one in which the full impact of an evidence-based medicine paradigm has 
not yet fully penetrated. As Stefan Timmermans and Marc Berg (2003) would 
have it, this is a system characterized by a “disciplinary” rather than a “me- 
chanical” objectivity. Medical students encounter an authoritative approach 
in medical education and practice, with their relationships with established 
physicians marked by strong vertical hierarchies based on status, knowledge, 
charisma, and reputation. Relationships are marked by intellectual and pro- 
fessional patronage; they often follow lines of kinship, religion, class, and oc- 
casionally caste. Inasmuch as they are vertical, they are likely to be based on 
membership of a particular medical cohort or what might otherwise be 
thought of as the “batchmate” phenomenon. The steep power gradients that 
separate junior medical staff from their superiors manifest in a good deal of 
fear, concern to avoid offence, and a tendency to replicate rather than chal- 
lenge received wisdom among the former. To fall afoul of a powerful senior 
is to risk long-lasting damage to reputation and future prospects, which are 
for many the primary pull of a career in medicine. The teacher’s position in 
the hierarchy is in part based on managed ignorance—he or she keeps people 
in their place by determining what it is they get to know or are prevented 
from knowing (Dilley 2010; McGoey 2012). 

When introducing RCTs into hospitals and clinics, one must engage with 
this existing “field of practice,” to use Timothy Ingold’s term (2001, 114; also 
see Bourdieu 1993). This is one that is marked by a developing rather than a 
developed research culture, in which there is an emphasis on medicine as 
healing, where relationships are highly stratified, and power differentials are 
vertical. In this encounter, a series of challenges emerge. These concern am- 


biguities regarding the roles and responsibilities in the conduct of a trial and 
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include the place of professional experience in epistemology, the hierarchical 
distribution of knowledge, the nature of expert authority, the management 
of ignorance, the place of evidence-based medicine in a craft tradition, and 
ultimately the relationship between care and research in biomedical encoun- 
ters (Davis, Hull, and Grady 2002; Mueller 1997). 

In the sections that follow, we describe how, in the conduct of the Joint 
Pain Trial, the cultivation of detachment became central. We discuss how 
randomization, blinding, and responsibility for clinical decision making 
landed in a context where seeing, caring, and healing by the doctors prevailed. 
We conclude with a discussion about the kinds of changes RCTs bring to 


existing ideas of authority and expertise. 


On Blindness and Vision in Biomedical Research in Sri Lanka 


Once patients had been appropriately inducted into the Joint Pain Trial and 
their consent recorded, the next stage was the administering of drugs. 
Pharmacists prepared the experimental compounds that were supplied by 
the overseas trial sponsor, placing them in white boxes that had random- 
ized number codes on them. 

The story that we are about to relate took place on the day before the first 
participants were to be given either Compound X (the trial drug) or the pla- 
cebo. In preparing to administer them to the research subjects, one of the 
research assistants noticed that something was wrong. The team of research 
assistants huddled together and studied the envelopes and the refrigerator 
where the drugs were kept, attempting to figure out what had gone wrong. 
They read over and over the randomization instructions that told them to 
match each kit number to the numbers found in the envelopes. Eventually 
they realized that they did not have the kit number to match the random- 
ization numbers; instead they had been given information about which dose— 
active or placebo—each patient would be given. In effect, they had been “un- 
blinded.” This was a code break, and thus a protocol violation. 

They went to talk to the senior researcher who was managing the trial. 
Lots of phone calls ensued, documents were written, forms were signed, and 
an anxious shifting of weight from one foot to another was noticeable among 
the assembled team as they considered what to do. They eventually concluded 


that they knew which doses patients 9 and 15 were going to receive. They 
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reasoned that even if the remaining trial volunteers were going to be blinded 
according to plan, they could not unknow what these two participants were 
going to receive. As this extract from Salla’s notes reveals, the senior researcher 


took charge of the crisis: 


They will have to randomize the whole thing again. “Call the patients and 
give them some excuse not to come tomorrow.” He changed to Sinhala giv- 
ing instructions. “We have to inform the patients, we have to contact these 
patients before tomorrow.” In English, he continued, “At least now we know, 
we have got the experience.” He picked up the phone to call [to the overseas 
sponsor], saying out loud ... [as reassurance to the assembled group]... “It 
was not our fault. Not our fault, we were sent the wrong envelopes.” Some- 
one in the overseas headquarters picks up: “Hi, XX here. Listen, a small is- 
sue. You sent us the wrong envelopes. We have been unblinded, you need to 
re-randomize everything ... Right, okay . . . PI talk to you again in the eve- 


ning.” Addressing the group: “We will start next Monday instead.” 


At one level, the vignette describes an everyday episode in the course of a 
collective technical endeavor: a problem arises and is solved. The unintended 
deviation from what was planned has been diagnosed, the hierarchies are ac- 
tivated, the solutions are formulated, the judgments are made, and actions 
are taken—thus, the crisis passes. Likewise, the response to the crisis would 
not be much different in a laboratory or hospital ward anywhere in the world. 
At another level, however, the vignette gives an important insight into the 
distinctive work that goes into stabilizing the process of knowledge produc- 
tion in the Sri Lankan context and the importance of strategic ignorance 
(McGoey 2012). To explain this event, we will explore some local notions of 
vision and what these reveal about proximity and detachment. 

The notion of blinding is central to the methodology of the clinical trial. 
Indeed, a representative of the pharmaceutical company emphasized this at 
every point: “Unblinding must be avoided at any cost!” Blinding is intended 
to avoid any possibility that those who are conducting the trial have any 
knowledge of which patient is getting what treatment to eliminate the pos- 
sibility of bias on the part of the researchers as well as the patients. In keep- 
ing with the requirements of [CH-GCP, the documentation, including the 
patient information sheets for the trial, are translated into local languages. 


In this case, the languages are Sinhala and Tamil. The idea of double- 
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blinding is hardly a straightforward concept in English, and it might itself 
require translation from the English of the clinical trial manual to an En- 
glish that is more familiar to the layperson whose consent is to be rendered 
more “informed.” The translation of double-blinding into Sinhala is little dif- 
ferent. Put before a native Sinhala speaker with experience of translating 
documents from English into Sinhala, it was clear that many terms in the 
manual were not in common parlance nor easily grasped—they comprised 
neologisms, hybrid terms, and borrowings from English. 

It is not our intention here to revisit a well-documented challenge in ren- 
dering science accessible across chasms of literacy of one kind or another. 
What is of note at this point is the glimpse that the act of translation gives 
us into some deeper epistemological issues surrounding the ways in which 
knowledge and its creation are perceived in different language worlds and 
how those worlds reflect the standardization performed in introducing RCTs 
into Sri Lanka. 

We studied the contents of the consent forms and participant informa- 
tion sheets, translating and back translating them. In Sinhala, the term for 
blinding that was used in the participant information sheets and consent form 
was ubhaya dréya nehesumen—literally “double (both) vision negated.” In- 
terestingly, local medical translators did not use the colloquial word for 
blinding as the removal of sight (andha karanava); rather, the usage here re- 
fers to negated vision. Although connections between the idea of vision and 
the status of evidence are found in many different cultural contexts (Bloch 
2008), consideration of the idea of vision negated, as distinct from the state 
of blindness, is subtle but important in a society in which vision and eyes 
carry a distinctive symbolic and metaphorical load. Vision in many South 
Asian traditions links to knowledge, realization, enlightenment, and indeed 
to animation and life itself—the Sanskrit root drs means not only to see but 
to behold, to visit, to learn, and to investigate. Someone who is enlightened 
would be someone who is educated, wise, and can “see.” Blindness, on the 
other hand, can be a derogatory term that carries connotations of ignorance 
and darkness. In this sense, the vision that normally informs experimental 
research procedure meets an intention to prevent or impair it. Vision, some- 
thing that is fundamentally important to human experience, is consciously 
uncoupled from its groundings in curiosity and empirical understanding. In 
the name of scientific rigor, blinding would render the doctor passively sub- 


ordinate to scientific procedure, or at worst, uneducated, whereas negating 
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vision implies an active impairment of a faculty that is otherwise seen as 
critical to medical procedures and experientially based knowledge. Instead, 
the Sinhala translation suggests an informed decision to look elsewhere for 
a moment. 

The practice of “blinding” and randomization reveals a new kind of in- 
tentional unknowing, a mechanical or regulatory objectivity that had to be 
inculcated among the junior doctors dealing with the trial patients (Cam- 
brosio et al. 2006; Timmermans and Berg 2003). Objectivity and the guar- 
antee of scientific validity are achieved by eliminating certain kinds of 
relationships between the junior doctors and their patients; they are cut off 
from knowledge of which patients get the active dose or the placebo. Those 
who conduct the analysis of the data have no contact with the patients—they 
just compile the data. As far as RCT methodology goes, the researchers are 
ciphers in the conduct of the trial. Doctors who might otherwise follow 
their disposition as healers—that is, imitate the resourceful ingenuity of their 
teachers and invest emotional energy in the outcome of their interventions— 
must now practice a new kind of detachment. They are no longer operating 
in craft-mode but are recast as mechanical and meticulous monitors of the 
body and its functions. 

The particular kind of detachment that is advocated here is primarily in 
conflict with the relationship that a doctor would normally have with a pa- 
tient, the therapeutic relationship in which he or she would expect to exer- 
cise active decision making in the patient’s interest. Especially in the absence 
of diagnostic devices or advanced technology, doctors typically have to deci- 
pher what the presenting problem may be by use of their intuition, experi- 
ence, and logic, all of which are overruled by the epistemic requirements of 
the trial. The comment of the senior researcher made in the previous chap- 
ter is once again apt. The detached, blinded, conduct of clinical trials will 
result in “further distancing the doctors from the patients” and undermine 
the bond of trust between the patient and the doctor. 

The clinical trials encounter results in an inversion of the power and 
trust relations that are expected in a medical context. Trust is replaced by a 
role in which the doctor is blinded: they are intentionally put in a position 
where they cannot influence who gets what drug. In the prevailing pater- 
nalistic relationship, doctors are expected to be dominant; the detachment 
that comes with blinding and consenting have the potential to under- 


mine the mutual understandings of how a good doctor and a good patient 
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should act toward one another. Eliminating one modality of attachment— 
to the patient as a person, to the idea of relief, and to the role of knowing 
intervenor—is intended to amplify others. Doctors become monitors of 
human subjects tuned to observe the precise impacts and “adverse events” 
of a drug that they may or may not have administered. Although the doc- 
tors now are detached, the Sinhala translation of blinding maintains that 
they are not ignorant or incompetent—they have simply had their vision 
averted. 

The arrival of the RCTs introduced new modes of detachment not only 
into clinical relations with patients but also into relations among the medics 
themselves. Randomization, blinding, and responsibility for clinical decision 
making have been introduced into a context where men and women wear- 
ing white coats and carrying stethoscopes are associated with seeing, caring, 
and healing. These practices may have been tacit, but nonetheless they had 
to be challenged in order to produce the kind of data needed to meet phar- 
maceutical regulatory standards. The existing epistemic authorities and 


expertise were thus brought into question. 


Changing Forms of Authority and Expertise 


According to international standards, conducting a trial that had been un- 
blinded would have constituted mismanagement and could have had a wide 
range of professional and economic consequences for everybody involved. As 
such, the episode reveals a series of dislocations that are interesting when set 
against the hierarchies that usually operate in medical settings. 

Two things are of note. First, the junior doctors pointed out the error and 
brought it to the attention of the senior doctor; in the existing nonresearch 
clinical settings this would have been tantamount to a breach in etiquette. 
Second, the authority that was ultimately invoked came not only from out- 
side the laboratory but outside the country—from the external monitors who 
instructed the team on the minutiae of data collection and the disembodied 
voice of the trial sponsor on another continent. Both these observations point 
to ways in which the novel rationalities that come with these trials unsettle 
the existing hierarchies and roles. The new forms of disconnection open up 
possibilities for challenge and critique that are not typically part of the rela- 


tionship between juniors and seniors. The RCTs challenge the familiar, rigid, 
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and carefully observed medical hierarchies, replacing them with one that is 
novel, diffuse, and emergent. 

The contract research organization (CRO) monitor explained that his role 
was to report to the pharmaceutical company, although his organization was 
independent from them. Independent monitoring is required for trials that 
are aiming for licenses in international drug markets. In effect, the mediat- 
ing role of the CRO—positioned between the trialists and the sponsor—is 
a lucrative insertion in the clinical trials assemblage. The CRO that was mon- 
itoring the trial in Sri Lanka had international offices in Australia, India, 
and New Zealand and had over 100 research sites across the world. For this 
particular trial the assigned monitor had a chemistry degree and was also 
enrolled for a PhD funded by the CRO. He visited the Sri Lankan site about 
once every two weeks, and he went over the conduct of the trial in consider- 
able detail with the staff. 

The CRO’s role, as he saw it, was “to make sure that sites identify the cor- 
rect patients, ensure the safety of the patients, and deal with ethical issues or 
matters of confidentiality.” He had no contact with the patients but went over 
their paperwork—that is, he reviewed the patient case records and the in- 
formed consent forms to ensure that they were signed. He also checked that 
the patients were given appropriate time to decide and had had the details 
of their involvement explained to them. As he made clear, he was there to 
cross check and double-check the patient files relating to trial participation. 
If he found errors in a random sample of case reports, he would look deeper 
and try to identify whether the flaws were systematic, intentional, or unin- 
tended. 

The monitor played a fundamental role in directing and correcting the 
trialists to ensure that the protocol was implemented in the same way across 
all sites. It was clear that staff were unfamiliar with and were occasionally 
annoyed by the CRO’s attention to detail and the frequency of his questions. 
Things that were not normally documented had to be recorded according to 
the dictum “not documented equals not done.” From the CRO’s perspec- 
tive, if test results, examinations, or the minutest of adverse reactions and ob- 
servations were not recorded in writing then dated and signed, it was the 
same as if they had never happened. As he commented, “monitoring is not 
just about creating rules for the sake of rules according to guidelines but these 
are real questions regarding real patients.” Interestingly, he also pointed out 


that there are no guidelines for monitoring, which seemed to be the only part 
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in the standardized clinical research process that was not externally regu- 
lated and governed. This represented a loophole through which the inexo- 
rable involution of audit procedures might unfold in the quest for ever more 
perfect standardization. The insertion of the CRO into the clinical trials as- 
semblage was thus not only lucrative but carried significant power when it 
came to disciplining local practices. 

This level of detailed adherence to ICH-GCP guidelines was a new ex- 
perience for the team in Sri Lanka, and they were surprised by higher levels 
of stringency compared with what they were used to in clinical research and 
practice. And these expectations ran through the entire process—from the 
pharmacists to the junior doctors up to the senior management. Observing 
one of the pharmacists preparing the drugs, Salla noted how carefully she did 
it, as if with respect: she put on her gloves, disinfected everything with alco- 
hol, took a small box out of the cool box, shook the box ten times, removed 
four bottles from it, drew the content of each bottle into large syringes, then 
shook each syringe ten times. The content was then injected using a smaller 
needle. In between each action, she disinfected the workspace. Afterward, 
she put the needles into a disinfected plastic bag, then into a cold bag to be 
taken to the wards by a courier. 

On the occasion that Salla walked along with the drugs to the hospital, 
the courier was the information technology technician for the group. At the 
hospital, one of the CRAs was talking to a patient—explaining the trial again 
while preparing to administer the drug and collecting medical history and 
further data. The doctor repeated that this was a phase 2 trial, and that the 
drug’s safety was still under investigation. The junior doctors/CRAs were 
in charge of data collection from the patients, and they oversaw the injection 
of the trial drugs by nurses. With stopwatch precision, the junior doctors 
timed their questions for the participant. The junior doctors involved in the 
trial all said that keeping pace with the schedule of the protocol and the 
paperwork was the heaviest and most time-consuming part of their work- 
load, and there was clearly a lot of it. 

The importance of instilling the discipline of meticulous recording was 
expressed by junior and senior doctors alike. One senior researcher pointed 


out that everything had to be done according to the ICH-GCP guidelines: 


They want all information collected meticulously. So much detail! Sometimes 


what happens is that I work from 8 a.m. to 10 p.m. [with non-trial patients] 
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and sometimes I get tired and I cut corners and take symptoms according to 
what patients say rather than testing: “Doctor my shoulders hurt,” and PH 
just note it down. Here you can’t do that. You have to test everything, and 
you can’t use Tipp-Ex [correction fluid] with anything. Everything has to be 
recorded. Everything has to be watched very carefully. I changed my prac- 


tice accordingly. 


Another senior researcher pointed to the need to pay attention to detail and 


surpassing judgment about what detail was relevant: 


GCP guidelines and their conduct was a new experience for me. Expectations 
had to be met with great attention to detail. Tons of documentation. They 
want it to be adhered to so carefully. Actually, it was very good. I didn’t know 
if they were interested in something, whether it was trivial or not. Like when 
we were doing some blood samples after dosing, blood had to be taken every 
five minutes after. It is a protocol deviation if you didn’t take it exactly at that 


time, and if you don’t, then you have to inform the ethics committee. 


This latter comment was revealing as to how the authority on what was “rel- 
evant” had been devolved. 

In monitoring the work, a representative of the pharmaceutical company 
said that he had found some minor flaws in the way that the trial was per- 
formed. He thought that the local team was generally well-qualified for this 
kind of work, but he was concerned with minor faults in the documenta- 
tion and with discrepancies in the dates and times—which were not seen 
as the fault of any particular coordinator but had arisen because they were 
doing things “for the first time.” The point here, however, is not just the 
increased rigor in clinical conduct and audit but the doctors’ responses to 
the expected paperwork, which reveal how the RCT changed the nature of 
what they were seeing in the process of gathering evidence. 

The representative of the pharmaceutical company highlighted the ten- 


sion further, when speaking about the trial team: 


My duty is to follow the process, and I came here to guide these people, and 
this is said with all respect, these guys are great. There were a few things that 
needed talking over, and I preferred to talk things face to face. So I came to 
talk about [a] few things that were of major concern. It might feel like “oh 


my god,” but then you remind yourself that these people are doing a trial for 
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the first time and they can be simply discussed through. Some little things 
that needed guidance that helping through will improve. 

Last time I came, I went through the files, and I noticed that there were 
hardly any adverse events reported. Reporting them is important, and report- 
ing everything that the patients are telling so that the risk-benefit ratio is 
met. So in order to collect safety and efficacy data, I saw that hardly any ad- 
verse events were reported. That’s very unlikely. If that’s the case, you have a 
wonder drug! So you doubt that. Like normally in a period of four to six weeks 
you would have a number of little coughs and colds, some little things, you 
might cut your finger, whatever. All of those have to be reported as adverse 
events even if they don’t seem immediately to be related. It could be that all of 
them are cutting their fingers while cutting onions and then when you're col- 
lating the data you think, “Hmm, maybe this has to do with coordination.” So 
this morning I explained that. 

Normally you'd see a lot more bad things happening, and it’s hard to ex- 
plain these things by e-mail or Skype or whatever, but I think it’s best to talk 


about this face to face, so I hopped on the plane to come over. 


The underreporting of adverse events led the company representative to spec- 
ulate as to whether the doctors were making their own on-the-spot inter- 
pretations of just what might constitute a significant adverse event and were 
screening out much that might be of relevance. 

The junior doctors who were collecting the data while working as CRAs 
were, in effect, doing what all their training had directed them to do—they 
were processing complex and diverse information into meaningful patterns, 
and deciphering diagnoses with limited testing facilities. Yet in the trial the 
intention was to suspend their diagnostic meaning making, to see all signs 
as potentially relevant. The significance would come later after all the data 
had been pooled, and it would be arrived at by statistical rather than experi- 
ential means. For the CRAs it thus seemed as though their usual abilities as 
trainee doctors were being replaced by a different set of competencies, which 
were largely determined by the dictates of the protocol and were carefully 
supervised by a variety of monitors, all of whom brought a different author- 
ity than that of the senior doctor or physician to whom the they usually 
deferred. 

Old epistemic virtues and expertise thus appear to be displaced as the 
doctors began to think as researchers—and patients were reconstructed as 


human research subjects capable of yielding a wealth of quantifiable evidence. 
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From this perspective, the patient becomes a representation of sorts—a com- 
posite of measurements, readings, numbers, and other kinds of “evidence.” 
Thus, in the quest for standardization, other stories must necessarily be over- 
ridden or lost within the logic of the trial. Knowing intuitively or tacitly— 
and connecting things up too soon—was one of the very things that could 


place the credibility of the trial in jeopardy. 


Changing Practices of Knowing 


With the arrival of the RCT to Sri Lanka, the merging and clashing of ex- 
isting paradigms and new practices became evident: hierarchy met diffused 
power structures, craft-based medical practice met evidence-based research, 
and the doctors’ roles as healers and providers of a utilitarian, benevolent ser- 
vice were overridden by the need for rigorously mechanical observers. We 
have presented RCTs as a distinct, powerful way of achieving a kind of “con- 
quest of abundance” (Feyerabend 1999). Here the “tyranny of the particu- 
lar” (Medawar 1967, cited in Feyerabend 1999), which must be overcome 
when setting up and running RCTs, is made up of existing modes of learn- 
ing and practicing medicine. This includes local ideas about causality and 
inference in medical examination as well as the management of knowledge 
and ignorance in professional hierarchies. What the RCTs usher in are new 
ways of thinking about what is real and apparent, what counts as knowledge 
and opinion, what passes as objective and subjective data, and who has the 
capacity to make these judgments. Demonstrable induction into these ways 
of thinking and doing are essential if local experimentation is to have cur- 
rency in the global scientific episteme of the multisite clinical trial. 

What we have described are the ways in which doctors are, in a Foucaul- 
dian sense, “disciplined.” They have been trained in an allopathic medical 
tradition, yet they practice in a South Asian setting and must necessarily bring 
themselves into line with the authority evident in the protocols and guide- 
lines. In this, they are directed by the various monitors and managers who 
convey instructions from worlds outside the laboratory, the institution, and 
indeed the country. In submitting to these new authorities, the team began 
to think itself out of familiar biomedical routines, connections, and hierar- 


chies and into novel practices of disconnection and detachment. 
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The process was one in which a great deal of negotiation, improvisation, 
and “bending” was needed to create the appearance of the standardized trial. 
This, we have suggested, might be thought of as not merely an aspect of mode 
2 knowledge production but as mode 2”, where 7 represents the cultural ne- 
gotiations that feature as a crucial part of scientific activity in diverse coun- 
try settings. However, this is not to imply that trials in Sri Lanka are in any 
sense run badly, deceptively, or inappropriately; rather, as we point out, in 
the running of any trial the “local” and the “tacit” are ever-present—and 
without their appropriate incorporation and management the new biomed- 
ical knowledge could not be created and put into wider circulation. More im- 
portantly, for an understanding of research as development, the material 
and conceptual benefits of international collaboration could not be fully re- 
alized in the local setting. 

In chapter 7 we turn to a somewhat different example of the way in which 
the situated nature of the trial plays a part in shaping the way that bioethical 
considerations are worked out at the local level. We turn our attention to what 
happens when the mundane guidelines for the conduct of clinical trials are 
deployed in circumstances of extreme crisis. Under such conditions, there is 
of necessity a good deal of improvisation—or what we refer to as precarious 


ethics. 


Chapter 7 


Precarious ETHICS 


During the 1990s, Sri Lanka’s tragic claim to fame was that the country 
had one of the highest rates of suicide in the world. This figure has been 
halved since then (Gunnell, Fernando, et al. 2007), but self-harm remains 
prevalent. The methods people select to harm themselves are varied but 
typically result in violent and painful deaths. One of the most common 
methods is by using drugs, toxic plants, or, by far the commonest method, 
the ingestion of agricultural chemicals (Eddleston, Eyer, and Worek 2005; 
Gunnell and Eddleston 2003; Gunnell, Fernando, et al. 2007). Pesticides and 
herbicides are easily available in Sri Lanka, with compounds such as para- 
quat causing a mortality rate of about 50 percent when ingested and others 
about 10 percent (Dawson and Buckley 2007; Eddleston, Eyer, and Worek 
2005; Wilks et al. 2008). The pattern is replicated more widely across Asia, 
leading to an estimated 235,000 deaths annually (Gunnell, Eddleston, et al. 
2007). 

The link between these compounds and self-harm constitutes a serious 


public health problem in the region, but the issue is one that has until re- 
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cently been largely ignored at both national and international levels. One way 
in which attention has been brought to focus on this problem has been 
through the growth of internationally funded clinical research and the de- 
velopment of evidence-based antidotes and treatment regimens. Although 
clinical researchers in Sri Lanka have begun to address the issue of poison- 
ing in a systematic way, many patients still die as a result of lack of attention, 
inappropriate care, and a scarcity of drugs and antidotes. 

We offer an account of human experimentation in a context very differ- 
ent from that described in the Joint Pain Trial. The trials described here fo- 
cus on self-harm in rural areas rather than on pharmaceutical testing in an 
urban context within a research facility specifically set up for a trial. As de- 
scribed in chapter 3, the international collaboration team that undertook this 
research was not for profit and operated in resource-poor settings and on sub- 
jects whose economic, mental, and physical condition rendered them highly 
vulnerable. The particular kind of subject sought for these trials thus posed 
significant challenges for the ethics of human subject research. Along with 
emergencies, disasters, prisons, and other “states of exception,” these condi- 
tions do not fit easily into the neat and tidy ethics of the research protocol 
but entail a contingent and negotiated ethics on the edge, a precarious ethics 
in which the researcher and the researched face critical situations and where 
time for elaborate exegesis and reflection is likely to be in short supply (see 
also Kilpatrick 2004). In keeping with this theme, it is not our intention to 
undertake an assessment of the use or feasibility of international ethics guide- 
lines that proceed with an already clearly constituted and universal “human 
subject” in their sights. Rather, we set out to observe closely the conduct of 
the trial to gain insight into the way a rather different ethics emerged. We 
explored the movement back and forth between three positions that became 
apparent during research into clinical trials in Sri Lanka. 

At one level, individuals admitted to the hospital who have poisoned them- 
selves might be thought of as abjects—that is, they are stigmatized by ac- 
tions that have placed them at the very limits of physical and social life. 
They have seriously harmed themselves in an act that often leads to death, 
marking the act as a suicide attempt. Julia Kristeva’s formulation of the 
abject is helpful here (1982).! Having apparently rejected life but still living, 
the poisoning patient becomes radically excluded and pushed into a state 
of abjection. But this state of abjection is also the point at which they are 


recruited into trials, whereupon they become the objects of research and 
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experimentation—they are available bodies that provide measurements, sam- 
ples, and pathologies to be observed. However, becoming the object of re- 
search also opens up an expectation that they will be treated as a particular 
kind of subject, one to whom certain rights and protections apply as laid down 
in international guidelines for human subject research. 

In the account that follows, the tensions that exist between the three po- 
sitions are explored at the point when the poisoned individual is recruited 
into the clinical trial in a Sri Lankan hospital. This chapter is thus not about 
self-harm or suicide as such, or about the experiences of these patients and 
their families; rather it focuses on the ways in which humanitarian interven- 
tions, randomized controlled trials (RCTs), and human subject research are 
brought together in novel configurations and guided by an ethics that cir- 
cumstances dictate is always going to be precarious. It is our contention that 
the configurations of abject, object, and subject found in our ethnography 
have important consequences for the recruitment of vulnerable subjects in a 
wide range of settings such as refugee camps, psychiatric hospitals, prisons, 
or circumstances of extreme deprivation. 

In hospitals, other emergency admissions such as for acute myocardial in- 
farction or accidents resemble the acute state of the poisoning patients, but 
they are not quite equivalent because of the stigma that is routinely attached 
to selfharm. The limited amounts of resources available in rural hospitals 
and the moral economy of resource allocation generate an additional layer 
of complexity for such admissions. Here, the inexorable logic of the trial and 
the morality of care meet in circumstances of dire emergency. We attempt to 
capture the kaleidoscope of definitions, assumptions, and constructions that 
revolve around the poisoning patient as the object of medical research. Each 
section begins with an excerpt from Salla’s field notes and describes, as a 
continuous narrative, one suicide admission at a peripheral hospital. Each 
excerpt introduces a set of themes and a discussion of the complexities that 
underlie research into the plight of poisoning patients and their fate once ad- 


mitted to hospital. 


Suicide in Sri Lanka 


I was visiting a hospital in North-Central province with Jagath, a senior 


toxicologist and a researcher at an international research center based in Sri 
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Lanka, to observe their conduct of trials. We got to the hospital at 9 a.m. 
The trial was managed within a general ward by junior research doctors 
who worked for the same collaboration as Jagath. At the hospital, the 
first thing we were told by these junior researchers was that there was a 
Paraquat—a weedicide poisoning case. 

We rushed to the ward. The ward was very crowded—the space between 
the beds was less than a half a meter. There must have been about 40 patients 
in this ward in total; some shared beds, some slept on the floor. The ward 
was open on the sides but roofed, there were flies everywhere, and the sun 
was already soaring. Patients were shouting, moaning; some were lying qui- 
etly. We found the paraquat patient curled up on an iron bed on a plastic sheet, 
shivering. The patient was a twenty-nine-year-old man, brought to the hos- 
pital without relatives. He had long hair, beads around his neck, and wore a 
blue sarong. At this point, the patient was still able to talk and sat up at times 
looking around. When he looked around, his eyes were wandering, blood- 
shot, and wild. The paraquat patient had been admitted at 2.30 a.m. the night 
before. He had taken about 100 ml of paraquat, which is a lethal dose. 

The man in the ward had deliberately swallowed a dose of a weedicide. 
The quantity was such that it gave him a very low chance of survival and 
would likely lead to rapid multi-organ failure and death. Paraquat, the poison 
swallowed, is commonly used in farming and [is] marketed as the most cost- 
effective product available. A significant downside of paraquat is that it is 


lethal when ingested by humans. 


Many explanations have been put forward as to why the above scenario is 
currently so common in Sri Lanka. For some, suicide and self-harm have so- 
cioeconomic roots in the Green Revolution in which the use of cheap fertil- 
izers, herbicides, and pesticides to enhance harvests were fundamental to 
achieving increased production and access to wider markets (for example, see 
Fortun 2001; Mohanty 2005). Unfortunately, these policies also increased un- 
certainty and debt for many farmers, which led R. S. Deshpande (2002) and 
B. B. Mohanty (2005) to describe these as “farmer suicides” following a “cri- 
sis of agriculture.” In Sri Lanka, it has been claimed that after the country 
was opened to a market economy in 1977, the suicide rate increased sharply 
(Vidanapathirana 2007). 

An alternative explanation to the debt theory is access to pesticides and 
herbicides—with the opening of the economy and the drive to increase pro- 


duction, more powerful pesticides and herbicides became available, making 
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the likelihood of death from ingestion even more likely than before (Gun- 
nell, Eddleston, et al. 2007; Manual et al. 2008). These claims are often based 
on evidence that is statistical in nature, which describes the incidence of sui- 
cide and poisoning across times and regions (see, for example, Gunnell, Ed- 
dleston, et al. 2007; Kearney and Miller 1985). 

Psychologist-ethnographer Jeanne Marecek (1998, 2000, 2006) has sought 
to understand the meaning of suicide and self-harming behavior beyond sta- 
tistical prevalence and basic socioeconomic conditions. She has pointed to 
the fact that suicide has an interpersonal component. People act out of an- 
ger, disappointment, and impulse. By hurting themselves, even to the point 
of death, they also demonstrate their pride or hurt to their family and friends 
while at the same time eliciting shame and regret (Marecek 2000, 2006). Fol- 
lowing Marecek’s work, Malathi de Alwis (2012) has argued that suicide/ 
self-harm has become a normalized part of everyday experiences and rela- 
tionships in Sri Lanka. (For a detailed description of the socio-affective states 
that lead to self-harm, see Widger 2012.) Insult, sleight, affront, argument, 
or being shamed in some way can result in what Jonathan Spencer has termed 
a “karmic entrapment” (1990). Relatives are made to suffer for the hurt they 
have caused, and theirs will be the awful karmic inheritance of having caused 
a loved one’s death. The inclusion of others in acts of self-harm in Sri Lanka 
thus raises the possibility that in many cases the objective may not necessar- 
ily have been self-harm but a high-risk strategy to attract attention to personal 
distress (Widger 2012). 

Yet another dimension is introduced in Spencer’s anthropological work 
on violence in Sri Lanka, in which he argues that the high suicide rates 
have been fueled by several decades of political conflict, communal vio- 
lence, and a high number of homicides, which have routinized violence of 
all kinds, including self-harm (Spencer 1990). In similar vein, Waltraud 
Bolz (2002) links the political conflict in which the island has been en- 
gulfed with individual experiences, arguing that suicide is caused by a 
lack of conflict-resolution skills in the face of repressive religion, pressure 
to respect authority, and periods of violent conflict. She argues that 
people have few means to deal with confrontation other than through 
violence, be it toward self or others (Bolz 2002). These arguments would 
suggest that self-harm is symptomatic of a desensitization to violence in 
a society that has been struggling with major political upheavals for 


the past thirty years. (But for an alternative view on the role of war and 
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other political upheavals in suicide, see Gunnell, Eddleston, et al. 2007; 
Widger 2012.) 

The literature often talks about suicide and self-harm interchangeably, as 
it is unclear whether the person actually intended to die. In fact, some au- 
thors prefer to speak only about self-harm rather than suicide, arguing that 
very few of the people who have taken poison or burned themselves (a sec- 
ond preferred method of self-harm in rural settings) actually wanted to die 
(Konradsen, Hoek, and Peiris 2006; Laloe and Ganesan 2002). Epidemio- 
logical evidence produced by the toxicologists and public health researchers 
working in this field point to the availability of a new generation of even more 
powerful pesticides that are both freely available and more lethal as a major 
factor in making acts of self-harm likely to result in death (Gunnell, Fer- 
nando, et al. 2007). These numbers have shifted the problem from being 
one of tragic individual acts to the level of population, epidemiology, and na- 
tional policy. 

Perceiving suicide as self-harm that unfortunately results in death has 
opened up public health discussions about social and medical policies that 
ought to be in place to reduce the suffering and death that follows self- 
harm (Pearson et al. 2015; Ratnayeke 1996). A presidential commission of 
inquiry in 1995 brought this problem to the fore and led to changes in 
policy. Subsequently, suicide was decriminalized (De Alwis 2012), and 
attention was given to policies to tackle the different ways in which sui- 
cide is attempted. Notable among these were the efforts to reduce the avail- 
ability of lethal substances. Tackling the methods available for self-harm 
helped to bring to light assumptions about the cultural embeddedness of 
suicidal ideation and action. Here the public health problem had to do 
with the toxicity of agrochemicals and health and safety standards rather 
than a “cultural fact” that Sri Lankans are simply prone to commit sui- 
cide. Over the course of our fieldwork, examples of the policies identified 
to deal with poisoning included smaller packaging sizes, control over sales, 
increased taxation, warnings on the packaging to suggest that ingesting 
pesticides and herbicides is harmful, and banning of the most harmful 
pesticides. 

Whatever the reasons for suicide and self-harm, the fact is that hundreds 
of men, women, and young people are admitted to hospitals after having 
harmed themselves using a variety of methods. In Sri Lanka, there is a pro- 


found ambivalence toward those who attempt suicide, not least because they 


132 Chapter 7 


have broken a prohibition on taking life that is fundamental to Buddhist, 
Muslim, and Christian beliefs. Those who survive the initial attempt are 
typically admitted to the nearest hospital by an entourage of distraught 
relatives and neighbors. In rural areas, the admission might follow a long 
journey along poor roads in a lorry, taxi, or three-wheeler. At the hospital, 
the suicide patients are often stigmatized for their actions. The barely alive 
patient admitted to the hospital after having taken poison has rendered him- 
self or herself an abject—someone who has sunk into a state of hopelessness, 


distress, and desperation. 


At the Hospital 


A test was done to confirm that the poison that the male patient had taken 
was indeed paraquat—one of the most lethal ones—and it came out positive. 
Since being admitted, he had not received any care from the nurses and doc- 
tors in the ward. Upon arrival, he had been under the influence of alcohol 
and quite drunk. Jagath said that he should have been put on a drip straight- 
away to give him fluids. 

Next to the paraquat patient was another man who had swallowed poi- 
son: an old, skeletal, toothless man wearing a purple sarong. His legs were 
tied together to the end of the bed, and his right arm was tied to the side of 
the bed. He had a drip with atropine (an antidote for many pesticides) going 
into his other arm, which was tied to the other side of the bed. He was de- 
lirious, talking to himself, repeating mindless words, shouting Sinhalese to 
invisible companions. Jagath explained to me that delirium was the side ef- 
fect of atropine overdose. The patient had wetted himself, and a pool of urine 
was on the floor under him. A green blanket was in a bundle partly in the 
pool of urine. Patients on the other sides, and their relatives, were looking at 
us to see what was going on, for the paraquat patient was very ill. Nurses in 
skillfully folded bonnets were going around the ward attending other pa- 


tients, and there were doctors on the other aisle of the ward. 


The desperately ill self-harmers are admitted to what are, for the most part, 
poorly resourced provincial and local hospitals, where the staff respond to 
the situation as best they can given the limited resources and expertise avail- 
able. The patients come in at all times, mostly transferred from peripheral 


hospitals. In the hospitals where the Paraquat Poisoning Trial was under way, 
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the nurses would typically perform a decontamination routine with each ad- 
mission, and the patient would be “clerked” by the doctors at the ward, who 
took a medical history as best they could: What had the patient taken, how 
much, what are the symptoms of poisoning? The patients’ blood pressure and 
pulse would be recorded, and their eyes checked. Often, if the patient was 
transferred from another hospital, the information was also taken from the 
previous medical record. 

The process of figuring out what the patient had taken was often an im- 
pediment to progress in delivering treatment—the medical records might 
say one thing, the relatives something else, and patients perhaps were un- 
able to say anything. Without the bottle or receptacle from which the poison 
came, it was difficult to be sure which poison had been taken, as there are 
many possibilities. The more unusual products used in self-harm—such as 
rat poisons, cockroach exterminants, and washing detergents—typically in- 
volved a lot of detective work to figure out exactly which compound was pro- 
ducing the presenting pathology. Relatives would be asked to bring the 
bottle or product into the hospital, and the patient, if remotely conscious, 
would be quizzed: Where did they get the product? Which brand was it? 
When did they buy it? Was it bulk-buy strength or diluted and from the 
kadee (small street shop)? Upon arrival, the poisoning patients were seated 
somewhere to wait for a bed. They were often placed on the veranda unless 
they were very ill, in which case they were triaged to the inside beds. Patients 
who had taken organophosphates or paraquat were considered to be in need 
of more urgent attention. Those who had taken low doses of non-life- 
threatening drugs were left to recover, and usually they simply sat on a 
wooden chair somewhere in the busy ward, on a bench on the veranda, or 
on the floor in the corridor, waiting for the physician to come and send them 
home the next day. 

Adding to the chaos of the admission procedure was the state that the pa- 
tients were in. They were often still distressed with whatever had prompted 
them to take poison to begin with, even as they were suffering from the ef- 
fects of the toxins. Some cried, shouted, or pleaded to be left alone; others 
stared blankly into the distance or simply slept curled up on the iron beds or 
on the floor. They certainly received little in the way of comfort, consola- 
tion, or counseling. When asked, many doctors and nurses said that poisoning 
patients needed extra attention due to their psychological-emotional prob- 


lems, but it was not evident what this meant in practice. Patients rarely 
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questioned the doctors or asked them anything, and the staff rarely explained 
to them what was being done. Dealing with these patients was often made 
more difficult by the distressed relatives and friends of the patient, who 
pleaded with the doctors to do something, begging them to save their rela- 
tives’ lives. 

If the patients were not in an agitated state at the time of arrival at the 
hospital, they became so after they were made to vomit as part of the decon- 
tamination routine.” The standard practice in some hospitals was to admin- 
ister sodium bicarbonate, which would make the patient vomit violently 
and, most likely, indiscriminately. After the decontamination routine, the doc- 
tors and nurses would look after the patients according to the common 
practice relevant for that particular poison. For many patients, there was not 
much else for doctors to do other than monitor them for a couple of days. 
The prognoses were unclear, the toxic effects unknown, and the patients’ 
chances of survival varied depending on the amounts they had ingested as 
well as what methods of care were available. 

The facilities to treat these patients were usually limited. During Salla’s 
fieldwork in the particular hospital where the longest periods of observation 
were carried out, both drugs and antidotes were often unavailable in the 
dosages and strengths recommended in the national and international toxi- 
cology handbooks—and sometimes they were not available at all. Elsewhere, 
if the patients were particularly restless they were tied to their beds and thus 
were unable to clean themselves if they vomited or defecated. Although there 
seemed to be a lot of staff around on the wards, there were never quite enough 
of them to keep pace with the needs of a poisoning patient. 

In the context of hard-pressed rural health services, self-inflicted injury 
by rural villagers appeared not to be a high priority. Suicide patients were 
often treated like the patient described in the vignette earlier. Typically, they 
might be neglected, scolded, and placed low in the triage that features in the 
day-to-day running of rural hospitals. A common explanation for this by the 
doctors in the ward was the lack of facilities. “In places, the patients need 
ventilators, and we don’t have ventilators; that is a real problem we are fac- 
ing. And ICUs [intensive care units], we have [a] real problem finding ICUs. 
ICU beds are not available. Yesterday we had one patient admitted with 
paracetamol overdose, but the antidotes were not available in the ward.” In 
other words, there simply was not a lot that could be done for these patients 


once they were admitted. Although the explanation for poor treatment was 
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often put down to a lack of facilities and staff, some doctors also alluded to 


the stigma that suicide patients brought with them: 


Ideally as doctors there shouldn't be any difference between [how we treat] 
poisoning patients and other patients, but here in Sri Lanka it [poisoning] is 
a very widespread problem. The medical staff is also a part of the commu- 
nity, they represent the whole community . . . They tend to consider the poi- 
soning patients [with] a little bit less care. I do not mean that they . . . I mean 
we do all care, but . . . It’s difficult to explain. That means that, for example, 
for every patient we have to treat as humans, we respect them, but regarding 
this poisoning that respect is little bit lost . . . In the whole community, there 
are some opinions that they look at poisoning patients as less valuable. I think 
here we don’t intentionally do it, but I think as according to our observation 


for some part it happens here, it’s still here. 


Although the doctor is clear about what is expected when it comes to caring 
for desperately ill poisoning patients, there is also an awareness that the con- 
cepts of “value,” “respect,” and being treated as “human” may be compro- 
mised in practice. 

Most doctors and nurses argued that poisoning patients had to be treated 
like everybody else, or even more gently due to their mental trauma. 
However, in practice these patients often teetered at the very edges of care and 
compassion. Indeed, some of the practices that patients were subjected to 
would be unacceptable in other medical regimens, such as the practice of ty- 
ing patients down or giving them sodium bicarbonate as an emetic. These 
were the deeply embedded structural and institutional problems that the re- 
searchers wished to solve. Through the accumulation of a strong evidence 
base they hoped to modify the treatment regimens hitherto based on out- 
moded customs and practices, as well as address public policies in relation to 


the causes and consequences of attempted suicide. 


Research into Poisoning: Where Is the Evidence? 


Dilojan, one of the junior research doctors and a research assistant, took the 
paraquat patient’s pulse and blood pressure. The patient didn’t know 
where he was, he didn’t remember being brought over from the primary hos- 


pital to the tertiary, but he understood that he was in a hospital. Dilojan had 
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approached him with the idea of being part of a research study once he had 
sobered up, at about seven in the morning. Dilojan had told the patient about 
his condition and the experimental research that might or might not help him. 
The patient had given his consent. Dilojan checked from Jagath that this was 
OK to keep him enrolled in the trial even if he didn’t know where exactly he 
was. Jagath said that it was, and he was recruited into the trial. The patient’s 
condition had deteriorated, and by this point it started to be clear that he was 
going to die. He was no longer talking, he was gasping for air. He had con- 
vulsions, shook a lot out of control, and had diarrhea. Shantha, another re- 
search assistant, took the patient’s blood sugar, and he was given glucose. I 
asked Jagath what the point was of starting the trial when it was obvious that 
he was going to die. He said that things had to be done according to the pro- 
tocol. The patient was put on a drip, and the trial coordinator who was in 
charge of randomization and blinding brought along the compound that was 


being tested. 


In recent years, toxicology has become a priority area for research in Sri 
Lanka. The reasons for the past lack of research in this field were associated 
with an underdeveloped research culture in Sri Lanka in general (Arsecul- 
eratne 1999, 2008, 2010), poor communication between local funders and 
health policy researchers, and a stigma attached to suicide that renders it low 
on any list of national research priorities. Yet, as many have argued, suicide 
is a major public health concern that needs to be addressed, and part of this 
response has been the development of an evidence-based policy in relation 
to treatment, care, and prevention (Buckley et al. 2004; Eddleston, Sheriff, 
and Hawton 1998). 

The issue caught the attention of international toxicology researchers and 
clinicians, who started to pay attention to the way that poisoning patients 
were treated in hospitals in Sri Lanka. “Where is the evidence which tells us 
why and how these people are dying?” the researchers asked in a provoca- 
tive article pitched at their peer community of toxicologists (Buckley et al. 
2004). To answer these questions, the collaborative network described in 
chapter 3 brought together international and local researchers with cognate 
interests to carry out a rigorous enquiry into poisoning. Their aim was to 
find ways to treat these patients more effectively in the short and long term. 

As the subtitle of Buckley et al.’s paper asks, “Is Toxicology Fiddling while 
the Developing World Burns?” (2004). This was indeed a matter of some ur- 
gency. The plight of the poisoning patients as well as the unequal division 
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in health care globally featured as part of a powerful rhetoric driving the for- 
mation of the collaboration. Not only did these patients need attention, but 
the doctors needed to be trained and health care systems given facilities to 
deal with these admissions. Such research would not only be challenging in 
practical terms but also ethically fraught. 

Given the magnitude of the problem, however, the ethics of not perform- 
ing the research were an important spur for the researchers involved in the 
collaboration. As one of the project directors commented, “If it [the research] 
was easy, everybody would be doing it.” The challenge, danger, and discom- 
fort were clearly an attraction, and the work was driven by commitment 
and a desire to produce positive and beneficent developments with this trou- 
bling and tragic problem. The collaboration typified the way in which new 
configurations of public, private, and charitable funding are being brought 
together to address health crises and humanitarian biomedicine, often in 
ways that “transcend certain limitations imposed by the national governance 
of public health” (Lakoff 2010, 60; also see Biehl 2007; McGoey, Reiss, and 
Wahlberg 2011). 

The trial set up to address paraquat poisoning was carried out in public 
tertiary care hospital wards. Patients suffering from acute poisoning were re- 
cruited into studies on admission to the hospital. When they arrived, clinical 
research assistants (CRAs) from the “poisoning team” approached the patients. 
Depending on the patients’ condition, they introduced themselves, asked the 
patients how they were, and began gathering data from them about their 
condition, but they rarely asked for permission to collect this data. Most pa- 
tients were included in a cohort study where general data were collected re- 
garding the poisoning and its symptoms. The unusual cases were included 
in other studies to assess how long the poison would remain in the body; 
when relevant, the patients were recruited into interventional antidote trials. 

The CRAs were not primarily involved in patient management; rather, 
they were responsible for the collection of clinical data—onto paper records 
and also on handheld computers from which they regularly uploaded data 
into the project database. Participant data were collected on different toxi- 
cological markers such as blood pressure, pulse, breathing rate, and bowel 
sounds three times a day for observational studies. Samples of blood and 
urine were taken for analysis. These data would eventually be tabulated, 
compared, and inferred from and analyzed locally as well as by researchers 


outside Sri Lanka. Papers were written for journals with international 
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distribution, and policy proposals were made to international fora on how to 
improve practice. Based on these findings, local guidelines for treating poi- 
soning patients were improved, and doctors and nurses were encouraged to 
change their practices. 

As such, the work of the researchers has brought into question the stan- 
dard assumptions about how to deal with these kinds of hospital admissions. 
A good example in this regard is the use of sodium bicarbonate as an emetic 
in decontamination of the stomach which is not recommended in interna- 
tional toxicology guidelines (Eddleston and Haggalla 2007; Fernando 2007). 
As described in chapter 6, many of the poisoning trials began to illuminate 
further tensions between an evidence-based medicine approach and the pre- 
vailing craft-based tradition of clinical practice. As a crucial element in this 


tension, abjects were being recast as objects of research. 


From Abject to Object to Subject 


The junior doctor research assistants held the paraquat patient while he was 
having convulsions. The IV drip going to the patient’s arm tore his skin; he 
was bleeding, and some liquid from the drip drizzled out. The patient shook 
uncontrollably and landed on his side over the edge [of the] bed, drooling, 
breathing heavily, gasping for air. White, foamy saliva ran down from his 
mouth to the floor into the growing puddle of IV fluid, urine, and blood. 
Dilojan, seemingly distressed, said to me that they were having a “helluva 
time.” Friends and relatives stood around looking all this time. Someone 
was screaming in the background. A guest was vomiting somewhere behind 
me outside in the garden. I felt utterly useless. I thought that the patient/trial 
subject was gone, and as morbidly fascinated as I was to see him die, I felt I 
had to go and sit down. At 10.20 I was told that he had passed away. 


Where the patient is in a condition such that treatment is unlikely to be ef- 
fective, the line between therapy and experiment is a fine one. Carrying out 
procedures that might bring relief to a dangerously ill patient is one thing; 
to do so under experimental conditions is quite another. Becoming part of a 
clinical trial carried out to “global standards” introduces fundamental expec- 
tations as to how patients should be treated once they have been designated 
as research participants or “subjects.” Consent, autonomy, and adequate in- 


formation are cornerstones of international guidelines for human subject re- 
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search, and they were carefully observed here as well. For admissions that 
met the trial criteria, consent to participate was a significant hurdle to nego- 
tiate. Imparting information about the trial and its design, getting informed 
consent, securing agreement for the removal of blood samples, and obtain- 
ing permission to be contacted for future research—all needed to be accom- 
plished under difficult circumstances. 

Out of the eight paraquat poisoning patients who were admitted to the 
hospital during Salla’s participant-observation of the trial, all but one said 
yes to the invitation to be in the trial. When they were recruited, extra atten- 
tion was given to the consenting process. Typically, it would take the follow- 
ing form. In the midst of the chaos of an admission, the CRA would try to 
secure the full attention of the patients by making direct eye contact and ad- 
dressing them in a serious tone. The aim was to get across unambiguously 
that what they had ingested was toxic, and that there was an experiment 
under way that might or might not be able to save them. Taking consent was 
aimed at the potential participants, but generally it also involved their rela- 
tives, who were included in the discussion. 

For the actual securing of consent, the researchers had a sheet that they 
had filled out in advance. It contained boxes to tick and provided informa- 
tion to the effect that the research was to be done by researchers working in 
a bona fide research collaboration, that refusal would not affect the patient’s 
care, and that they could withdraw from the research at any time even if they 
had agreed to take part. All the participants needed to do was to sign. On 
occasion, the participants asked for more information about the research, 
which was provided to them in an information sheet, or they asked the CRAs 
what they should do. They were always given a verbal explanation about the 
experimental nature of the research and told, as on the form, that they could 
refuse if they wanted and this would not affect their care. Sometimes, the 
explanations about the side effects of the drugs appeared to be overlooked, 
as did the fact that randomization might mean they would be in the placebo 
arm of the trial. 

The particular trial we followed was being undertaken because there was 
some evidence that one particular treatment strategy could have some ben- 
eficial effect on outcome in paraquat patients, but this had not yet been veri- 
fied by means of a randomized clinical trial. The treatments in question 
were thus not “novel molecular entities” or new products on the market. Al- 


though the outcome of the trial was uncertain in terms of outcomes for the 
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participants, being part of a trial did bring a number of benefits. Participants 
who were enrolled into the trials were subjected to careful monitoring, and 
many of them received a level of care that was better than they otherwise 
could have expected as a regular suicide admission to a hospital. They had 
access to tests and drugs that nonparticipating patients did not. Far from be- 
ing abjects on the ward, for these patients the heightened protection and 
attention afforded by the trial and the work of the CRAs increased the like- 
lihood that they would be given “respect, dignity, and be treated like humans,” 
as the doctor put it earlier. 

For the participants who found themselves in a trial, the CRAs did not 
seem different from the other doctors in the wards—they asked more or less 
the same questions, wrote things down, and examined them. However, the 
CRAs spent more time with the participants, visited them more frequently, 
and paid more attention to the details of their self-harm incident and what 
followed. The research team were told stories about what had preceded the 
event of taking poison, and sometimes they were approached by the relatives 
to explain their version of the story and ask about the patient’s progress. An 
empathetic relationship often formed between CRAs, participants, and their 
families. Being recruited into the trials rendered abjects as objects of scien- 
tific experimentation—and, in so doing, they became part of the assemblage 
of global research governance and were reconfigured as universal human sub- 


jects to whom certain standards, protocols, and guidelines apply. 


A Precarious Ethics? 


The trajectory we have described so far was a linear and largely beneficent 
one—participant-observation in rural hospitals revealed a series of shifts in 
the conceptualization of the poisoning patients. Abjects became objects who 
acquired the status of subjects, who, given their predicament, found them- 
selves in a better position in terms of their care than they would ever have 
done had the case been otherwise. In the meantime, however, we should not 
lose sight of the fact that the patients in question were extremely vulnerable. 

In 2001, Kenneth Kipnis, on behalf of the U.S. National Bioethics Advi- 
sory Commission, created a taxonomy of vulnerability for assessing partici- 
pants in clinical research. The types of vulnerability he identified were as 


follows: (1) cognitive, the ability to understand information and make deci- 
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sions; (2) juridic, being under the legal authority of someone such as a prison 
warden; (3) deferential, customary obedience to medical or other authority; 
(4) medical, having an illness for which there is no treatment; (5) allocational, 
poverty, educational deprivation; and (6) infrastructural limits of the research 
setting to carry out the protocol. Arguably, the poisoning patients discussed 
in this article could be considered vulnerable across all these criteria except 
juridic, because suicide/self-harm is no longer illegal in Sri Lanka. Under 
these circumstances, the trajectory initiated by clinical research might not al- 
ways move in the direction of beneficence. Here we enter the realm of pre- 
carious ethics. 

There is a long and dark history of research on human bodies being car- 
ried out in the context of catastrophe or emergency and on populations who 
are acutely vulnerable. Correctives to these abuses have resulted in numer- 
ous protocols and guidelines such as the Declaration of Helsinki (1964), which 
became the cornerstone of international medical research ethics (World Med- 
ical Association 2013). In Sri Lanka, upholding these standards is currently 
the responsibility of medical faculties and some large hospitals, which now 
have ethics review committees. Clinical trial protocols are required to un- 
dergo such review, and more recently they have had to be registered with a 
national clinical trials registry. 

Yet the situation we are highlighting here is not one in which there is 
manifest exploitation of the vulnerable by a totalitarian state as in Nazi 
Germany or by naked commercial interests as in some pharmaceutical trials. 
On the contrary, there are compelling humanitarian grounds for the inter- 
vention. The researchers appear to be driven by the ethos of service and a 
desire to translate their knowledge into humanitarian benefit rather than 
any obvious financial gain. They are also aware of the hortatory and often 
idealistic pronouncements of bioethicists about how to protect the vulnerable 
in research. 

However, as the accounts produced here demonstrate, the gap between 
idealism and the challenging realities faced by the doctors working in this 
field is significant (also see Gammelgaard 2004; Yuval and Halon 2000, re- 
garding research on acute myocardial infarction). This is hardly a startling 
observation, and our purpose in highlighting this gap is not to criticize the 
extraordinary work that is being performed to produce the evidence that 
might change policy and practices regarding the treatment of acute poison- 


ing cases. Rather, we would like to open up for scrutiny the points at which 
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the conduct of clinical trials and the wider logic of humanitarian interven- 
tion begin to overlap. 

As Liisa H. Malkki and others have argued, the logic of humanitarian- 
ism can only operate in circumstances where a “bare, naked or minimal hu- 
manity” (1996, 390) has been identified (also see Ticktin 2006). Here we are 
in the realms of extreme poverty, suffering, and misery experienced by those 
who are physically displaced, politically disenfranchised, and often econom- 
ically marginalized. For people in such straits, legitimacy, rights, and claims 
cannot be mobilized through conventional political means; rather, they find 
their expression in physiological mediations between state, market, popula- 
tion, and, as in the case here, universities and an international community 
of academic researchers. 

For poisoning patients, their involvement in experimental research gives 
them a visibility that they would not otherwise have had. By drawing atten- 
tion to the treatment of self-harming poisoning patients in the context of 
clinical research, we suggest that new ways of managing the relationship 
between death, rights, and care are brought into view. Taking, or attempt- 
ing to take, one’s own life projects a person into a setting in which they may 
be treated as an abject, an object, or accorded the respect that goes with the 
status of a human subject. 

Yet we should not overestimate the power or pull of this medical research- 
cum-humanitarian effort conundrum. The gaze of the clinical trial falls on 
a relatively small group of self-poisoning admissions, and it stops well short 
of the broader socioeconomic circumstances of the rural poor whose acts of 
desperation keep the self-harm statistics at appallingly high rates. As Joao 
Biehl (2004) has argued in the context of HIV research in Brazil, some bod- 
ies become assimilated into research and the locus of knowledge production 
and value generation, but the vast majority do not. Similarly, we have high- 
lighted how biomedical experimentation in the context of self-poisoning 
admissions reveals tensions in the surrounding context: the economics of de- 
veloping country agriculture, the morality of suicide, and public policy and 
the humanitarian endeavor. However, biomedical research alone cannot re- 
solve these tensions. 

As in other circumstances where medicine is performed in the context of 
emergency or disaster, concerns arise because of the extreme vulnerability 
of the research subjects, teetering as they are on the edge of life, society, and 


its ethics. This aspect of the analysis takes us into a realm of human subject 
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research ethics that we have characterized as precarious. When clinical trials 
travel globally, particular notions of ethics and research governance travel 
with them. In this chapter, we have discussed an unusual and perhaps ex- 
treme context in which clinical trials are conducted and the ethics of human 
subject research are invoked. From the Nuremberg Code onward, the laws 
and guidelines governing human subject research place at their foundation 
consent, informed and freely given. The normative thrust of these documents 
is that research participants should not be treated as a corporeal means to 
scientific ends. On the contrary, they should be seen as persons who must be 
treated as autonomous subjects with the inviolable right to refuse participa- 
tion in research. 

The trials described here operate at the very edge of such codes. Given 
the condition at the point of admission to hospital of individuals who have 
ingested poison, the line between research and therapy is easily blurred, con- 
sent taking is at risk of falling short of the ideal, and not all hospital staff 
share the aspiration to treat the research subject as one to whom a special 
status should be accorded. Nonetheless, within the normative codes that gov- 
ern human subject research, there is an expectation that the poisoning pa- 
tient will move from a state of abjection to one of dignity and respect through 
the process of becoming a research participant. 

Here, falling within an experimental gaze does not result in dehuman- 
ization, as it did within the concentration camps. Rather, its opposite occurs: 
the possibility of recognition as an autonomous and rights-bearing agent. But 
seeking consent from critically ill patients and their concerned relatives is, 
as we have shown, a complicated moment. Providing improved regimens of 
care for these patients is an important moral justification for the trials and 
one that overrides the potentially fraught moments during which consent is 
collected. In this moment, incorporating the patients into research and treat- 
ing them according to international ethics guidelines offered some patients 
a route back, not only into life itself but into the novel forms of subjectifica- 
tion that arise as part of the global assemblage of biomedical research (see 
chapter 5). In other contexts of extreme vulnerability, however, we should not 
underestimate the potential for subjects to become abjects—because ethics 


is a fragile and precarious business. 


Chapter 8 


STRATEGIC ETHICS 


A Regional Collaborative Workshop 


Up until this point, our account of collaboration, bioethics, and clinical trials 
has broadly reflected the views of those who are directly involved in clinical 
trials. In this penultimate chapter, we situate these accounts within the 
broader arena of debate that an engagement with international biomedical 
research brings into play within Sri Lankan society. In these commentaries 
are expressed yet further readings of clinical trials activity. Rather than col- 
laborative research being seen as an aspect of development, it is singled out 
as a potential source of a very problematic and persistent underdevelopment. 
The public debates we document in this chapter were not triggered directly 
by the trials that we have discussed in previous chapters, but they figure as 
part of the broader context in which the trials that we studied occurred. In 
other words, they are a further expression of the work of second-order con- 
ceptual and epistemic development needed for trials to become established 


and accepted. In the cases we document, the idea of just what might be con- 
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sidered to be “ethical” is contested and used strategically and rhetorically to 
critique and move research cultures in different directions. 

To bring these critical voices into play, let us return to the event with which 
we began this book: the Regional Collaborative Workshop held at the Uni- 
versity of Colombo, which posed the question “Why Should We Be Con- 
cerned about the Ethics of International Collaboration?” Invitations were 
widely distributed before the event via a number of regional mailing lists, 
and the responses were very positive. It appeared that, in many quarters, such 
an event was seen as both timely and important. The ethics of international 
science collaborations were clearly of considerable interest. 

One person in whose inbox the invitation landed was a philosophy lec- 
turer from Pakistan. Although he could not attend, he e-mailed effusively 
about the importance of the workshop. Among other things, he spoke of a 
specific concern: “the irony is that many problems which are actually caused 
by the process of modernization and ad hoc technological adaptation can- 
not be resolved without being modernized.” What he seemed to be saying 
was that, for him at least, there was no space outside the terms of the debate 
as it had already been established; in order to participate, one had to do so in 
terms of an “other.” The location of this workshop and the participation of 
local representatives talking on the topic of international collaboration ap- 
peared to offer the possibility of a small space in which a different dialogue 
might take place. 

Had he attended the workshop, he might have had reasons to be pleased 
as well as disappointed. He would have been pleased because the event 
brought together a number of regional perspectives. There were presenta- 
tions of case studies of international collaboration from Bangladesh, Nepal, 
India, and Sri Lanka.! Open discussion followed about the perils and pos- 
sibilities inherent in international collaboration. However, he might also have 
experienced a certain amount of disappointment, for even though the meet- 
ing reflected on the ethical issues raised by international collaboration, it did 
so in terms that mostly kept within an accepted discourse of what these 
might be and what remedies might be put in place. According to the view 
he had expressed in his e-mail, he would have encountered the paradox of 
trying to modernize in order to deal with the problems that modernity itself 
brings, with the paradox evident in terms of an aspiration to conform to 
universalistic models of ethical review, research governance, and the notions 


of the “human subject” that are its focus. There was a good deal of talk about 
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transparency and accountability and a continual return to ethics review by 
committee as the way to achieve these. The dialogue that took place was 
instructive, but there was a sense that much was left off the agenda. In the 
course of the workshop, we began to glimpse some of the tensions evident in 
the embrace of research as development. 

The chair of the Ethics Committee’s opening statement at the workshop 
brought attention to the assumption that biomedical research as a route to 
development does not automatically mean progress. As suggested by the im- 
ages he showed concerning the fate of collaborators in France during World 
War II, collaboration brings cool as well as warm themes. We now explore 
the potentially adverse consequences of international collaboration by look- 
ing at three bioethical controversies that unfolded in Sri Lanka over the pe- 
riod of our fieldwork. These controversies provide a lens through which to 
view the tensions that occur around the practice of international collabora- 
tive research. How people positioned themselves in these disputes revealed 
the different and often conflicted kinds of investments at work in the busi- 
ness of conducting clinical trials. 

It is not our intention to sit in judgment on the controversies we describe. 
Rather, we would like to consider collaborative research as contributing to 


“underdevelopment,” and the anxieties on which this critique is based. 


Postcolonial Critiques 


During the workshop, a representative from the Institute for Research and 
Development in Sri Lanka confronted the chair of the Ethics Committee. 
The exchange took place after the chair had talked about the ambiguous 
nature of collaboration. The specific criticism focused on events that followed 
the 2004 tsunami that swept over several coastal countries in the Asia-Pacific 
region on Boxing Day. At the time, a flurry of humanitarian aid organ- 
izations had introduced research and rehabilitation programs in Sri Lanka 
without sufficient standards for doing research under such circumstances. 
As noted by several anthropologists who have studied disasters and humani- 
tarian aid (e.g., Fassin 2012; Pfeiffer 2003; E. Simpson 2014; Ticktin 2006), when 
a crisis sets in motion activity that is ostensibly about relief and assistance, it 
simultaneously generates a reality of its own—during the commotion, other 


things can happen. In 2004 a Japanese collaboration had conducted research 
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in Sri Lanka and had taken samples from people in order to study post- 
traumatic stress disorder. 

In this instance, the allegation was that the study of post-traumatic stress 
disorder was both opportunistic and extractive: the traumatized individuals 
who had been displaced by the flood provided blood samples to foreign re- 
searchers without any clear indication of why or to what end. In the wake of 
the disaster, these people were far too vulnerable to be included in research, 
yet the samples were collected and shipped out of the country. Their removal 
raised further concerns about illegal appropriation of samples and “biopi- 
racy.” Finally, came the most serious allegation: the collection of samples 
from vulnerable people would not have happened were it not for the ques- 
tionable ethics clearance that had been given. The approval, it was alleged, 
was invalid as it was given post hoc; moreover, it was nepotistic as there was 
a family connection between one of the researchers and a member of ethics 
committee. These views expressed from the floor were part of the wider cri- 
tique of international research collaborations (e.g., Sumathipala 2006), which 
have pointed to some as the development equivalent of iatrogenic medicine. 

The audience, mostly composed of researchers from prestigious medical 
faculties across the island, quickly silenced the questioner, and made it clear 
that they were unhappy and uncomfortable with the public airing of these 
allegations. For them, the tsunami and the chaos it wrought—not only to 
people and places, but also to their procedures and protections—were prob- 
lems of the past, and they considered the case closed. Some expressed the view 
that the study in question did indeed have legitimate ethics clearance from 
an appropriately constituted local ethics committee, so they did not see why 
the issue needed to be revisited again. 

There was a general feeling that the grievances went much deeper than 
samples and consent in that particular study, connecting with a much wider 
and more critical analysis of the role of international biomedical collabora- 
tions in Sri Lanka. And, in the context of the workshop, many saw such views 
as unhelpful for progressing discussions about how to conduct ethics reviews 
and, by extension, legitimate scientific research. 

The Institute for Research and Development (IRD), which the speaker 
from the floor represented, is an independent research organization.’ The 
events surrounding the tsunami had led members of the IRD to produce 
a corpus of materials regarding mental health research (Allden et al. 


2009; Ekanayake et al. 2013), disaster management (Siriwardhana et al. 
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2012; Sumathipala, Jafarey, et al. 2010), and bioethics (Sumathipala 2006; 
Sumathipala, Siribaddana, et al. 2010). They drafted guidelines for research 
activity that takes place during or after a disaster (Sumathipala, Jafarey, 
et al. 2010; Sumathipala, Siribaddana, and Patel 2004). For their bioethics 
work, the group was funded by the Wellcome Trust, and they published 
several articles on the skills and views of ethics committee members (Su- 
mathipala et al. 2008) as well as research participants’ understandings of 
informed consent and their role as research subjects (Sumathipala, Siribad- 
dana, et al. 2010). In contexts where scientific literacy is low and trust in 
doctors is high among the research participants, Sumathipala and Siribad- 
dana also suggested the value of a research ombudsman, whose role it would 
be to ascertain whether consent was freely given, autonomous, and without 
therapeutic misconception in contested cases (Sumathipala and Siribaddana 
2004; also see Simpson 2005). This move would, in effect, introduce people 
to watch over the people watching over. 

The notions of research governance that IRD members put forward mir- 
ror the organization’s advocacy for social justice and progressive change in 
Sri Lanka. Their particular interest is in the role of science, research, and 
development in reaching these objectives. As their website at the time of our 
research stated, one of their aims is “to create a new strategic alliance among 
academics, scholars, professionals, and the public to build a new research cul- 
ture in Sri Lanka, so that the power of knowledge in science & technology 
could be mobilized to address the problems of the society using an evidence- 
based approach, which in turn is crucial for the sustainable development of 
the country” (Institute for Research and Development 2014). Not surprisingly, 
international collaboration in the form of “strategic partnerships” is an area 
of great interest and concern for the IRD. Research is seen as welcome when 
it can be harnessed to the needs of the society and its people; research accord- 
ing to this definition ought to produce development in the classic sense. The 
organization is critical when they see research as extractive, harmful, and 
serving the interests of Western—or indeed local—elites. 

Their stance is not antiscience or anti-Western per se but rather a continual 
questioning of whether knowledge has application and value locally. The 
word “locally” here references far more than the local science community— 
it extends to the user-beneficiaries of the knowledge produced. Their disaster 
management guidelines make this view explicit: “More stringent policies 


have to be followed to prevent unethical data collection and exploitation of 
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disaster survivors giving due attention to issues such as a) what types of re- 
search, b) how soon, c) if based on local needs and priorities and d) com- 
plexities when combined with aid and clinical care” (Sumathipala, Jafarey, 
et al. 2010, 128). In this view, research carried out under circumstances of 
emergency is not denied outright, but it should only be done within strin- 
gent frameworks and with careful consideration of the needs of those whose 
very predicament is what renders them of scientific interest. 

Research, when conducted for needs that are scientific rather than applied, 
and distant rather than local, is brought into question because it might be 
exploitative and potentially harmful. This is reflected in the IRD’s disaster 


guidelines: 


In the long-term disaster period, the IRD experienced the influx of foreign 
academics and researchers intent on conducting various researches on these 
Tsunami-affected populations and saw how beneficial and detrimental 
these can be on the local populations. Many of the researchers were from the 
developed world and their research agendas and interventions based on 
the western perspective which acted negatively on the local vulnerable popu- 


lations. (Sumathipala, Jafarey, et al. 2010, 125) 


From this perspective, local researchers are seen as those best able to gauge 
the needs of local people and how those needs might be best served by re- 
search. International collaborations and researchers are seen to promote for- 
eign interests and cause local harms. The work of foreigners, even when they 
work with local researchers, may not bring benefits to “local people.” This 
argument is one that promotes a particular vision of research culture in which 
research is not in itself problematic unless it is a neocolonial, top-down exer- 
cise that furthers foreign research interests. 

When international collaborative clinical trials are conducted in resource- 
poor contexts in different parts of the world, public controversies have fol- 
lowed, and fundamental discontents have increasingly found expression in 
the language of bioethics. In the Sri Lankan case, the possibility of research 
as underdevelopment was captured in the critique of Western biomedical re- 
search collaborations and the institutional grounds from which they spring. 
Such critiques are pronationalist and left-leaning in their orientation, and 
they echo postcolonial and Marxist analyses of the role of external powers 


and forces in regional development. Targeting the commercial aspects of the 
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clinical trials gives bioethics a strongly political hue, representing a novel front 


on which an old battle can be fought. 


The Disbanding of an Ethics Committee 


The second controversy demonstrated how disputes surrounding medical re- 
search are not limited to displeasure with foreigners working in international 
collaborations within Sri Lanka but also feature in the local institutional 
landscape. As reported on March 4, 2012, in the Sunday Leader, an English- 
language newspaper in Sri Lanka, the ethics committee of a university medi- 
cal faculty was disbanded by its dean of medicine (Wickrematunge 2012). 

As described in the article, several protocols pertaining to a pharmaceuti- 
cal company’s multisite randomized controlled trial (RCT) were submitted to 
the university’s ethics review committee, but their approval was delayed. Ac- 
cording to the article, in the meeting where the submissions were discussed, 
some of the applications were accepted but some were deemed to need expert 
opinion for further assessment. The committee then adjourned to give the 
reviewers sufficient time to complete their work. What made the item news- 
worthy was that the committee needed more time for the review than was 
available before the next meeting. Also, although it was not explicitly stated in 
the news article, clinical trial protocol submissions have deadlines; if they are 
not granted ethics clearance within certain time frames, they run the risk of 
being lost to competing groups in the country or elsewhere. The delay poten- 
tially put the committee in a bad light as it threatened to jeopardize the inter- 
ests of the pharmaceutical company that wished to perform the trials. 

Soon after the meeting, the Dean of the Medical Faculty announced that 
the ethics committee was incompetent in its decision making. The dean and a 
number of other members of the faculty were displeased with the way that the 
ethics committee was reviewing applications for ethics clearance. The changes 
requested by the committee, they said, reflected a lack of understanding of the 
multisite nature of pharmaceutical company trials, whereby methodologies 
and outcomes should remain in conformity with globally established stan- 
dards and not be changed by individual local ethics committees—the trials 
had, after all, already been approved by ethics committees in other countries. 
By requesting changes to these protocols the local ethics committee was seen as 


overreaching its remit and engaging with the science of the RCTs rather than 
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focusing on the ethics of subject protection per se. After an acrimonious 
wrangle, the ethics committee was dismissed, a new committee was put in place, 
and eventually the trials were approved. 

The chair of the disbanded ethics committee believed the dean had over- 
stepped his authority by disbanding their committee, so she went public with 
the dean’s actions. A crucial element in her case was that the dean had close 
associations with a research unit that was hoping to host the trials. This was, 
in her view, a fundamental conflict of interest—as an important part of the 
research assemblage, the dean should have removed himself from handling 
matters relating to the trials altogether. 

Our intention is not to take sides in this dispute—indeed, we have sketched 
only a very general picture of what was a complex, multilayered conflict— 
but to identify key vectors and conceptual issues that emerged. The episode 
illuminated starkly different visions of what the prevailing research cul- 
ture should be and how it should be governed. In an interview, a member of 
the disbanded ethics committee explained her concerns regarding the use of 
placebos in one of the pharmaceutical company trials, an area where the 
ethics committee and the sponsors disagreed in what they felt was appropri- 
ate use. The committee also had concerns about the participant information 
sheets for the trial, which were lengthy and written in language that they 
thought people would not be able to understand: 


Our people [i.e., Sri Lankans] are not going to read the whole thing and ask 
questions, they will just sign for whatever that is written in the information 
sheet and give consent, so it was really unfair when they were subjected to 
this kind of sort of thing. They were abusing their ignorance as well as their 
compliance to whatever the doctors suggest because actually they see them as 


gods. We are abusing such situations. 


For this former ethics committee member, the primary duty of the commit- 
tee is to consider the safety of the Sri Lankan population. This did not mean 


a wholesale condemnation of research, however: 


I am not against clinical trials, without clinical trials we do not have the ad- 
vancement in pharmacology, but these are funded by commercial industries, 
so there are ethical issues in relation to those. There are other trials which 


are conducted purely in the genuine interest, and such trials we need to 
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promote. I dont know the ethics of these because these are industry- 
funded. Maybe if the mentioned issues were cleared and by obtaining a sec- 
ond opinion, and if the second opinion also was in favor of granting clear- 
ance, we would have done it—we have no objections. Some people probably 
think that we are against clinical trials, but that is not the case. I think we 
should conduct clinical trials, but not with the intension of making money 


but with a benefit for the country as well as maybe the population largely. 


The quote highlights the critical differences between clinical trials sponsored 
by commercial enterprises and publicly funded, investigator-led trials. There 
is a suspicion that the former do not prioritize the interests of the trial par- 
ticipants and that they are conducted solely with monetary interests in mind 
rather than a benefit to Sri Lankans. A recurring theme in the Sri Lankan 
arguments against pharmaceutical companies conducting trials in resource- 
poor countries has been the precarious financial situation of the study par- 
ticipants and the consequent potential for exploitation. In highlighting the 
ethical problems with this particular set of pharmaceutical company trials, 
the committee’s stance was presented to us as an honorable and ethical one. 
That they were disbanded as a result was felt to be a misuse of power that 
put the safety of the people of Sri Lanka at risk. 

The Sunday Leader article also cited the dean’s view of the furor, say- 
ing that the trials funded by pharmaceutical companies had nothing to do 
with the decision to disband the ethics committee; rather, the faculty had 
lost confidence in the committee because of its persistent delays, internal con- 
flicts, and resignations. He said that he had a petition signed by fifty people 
on the faculty who supported his decision. 

In another interview, a senior researcher from the Faculty at the heart of 
the dispute—said that they did want to attract more research to Sri Lanka: 
“We have the potential because we have such good science to provide careers 
and make internationally valid science. We have had troubles like war and 
the global recession, but we can still try and push for visibility at scientific 
meetings and improve our track record. We have only begun to scratch the 
surface.” The dean was also publicly advocating for what he believed to be 
crucial to the realization of this potential: a smoothly functioning regulatory 
system that facilitated all research, including studies carried out by pharma- 
ceutical companies. The scope of this opportunity was not only institutional 


but national. 


Strategic Ethics 153 


A group of individuals, including members of the faculty, drafted a na- 
tional law on clinical trials in 2011. The Sunday Leader article spoke with 
another senior member of the unit who emphasized the global reach of lo- 
cal research and the role of the new legislation in it: “The aim of the new Sri 
Lankan Clinical Drug Act is to regulate the industry and bring it in line with 
international standards.” In short, to be successful, the multisite trials needed 
to proceed in step with global standards; in order to gain universally accept- 
able data, the protocols needed to be observed and not changed in the pro- 
cess. As we argued in chapter 7, to put Sri Lanka on the international 
biomedical research map, it is necessary to create confidence that research 
carried out there is the same as it is anywhere else in the world. Harmo- 
nized, working regulatory standards are a crucial part of a functioning trial 
environment that can take its place in a multisite, global, RCT laboratory. In 
this view, expressions of local specificity can easily prove an impediment to 
efforts to achieve this objective (Simpson et al. 2015). 

The example of the disbanded ethics committee points to the varying con- 
cepts of what a national knowledge economy should look like and what the 
role of ethics review should be within it. What kind of research should be 
supported? Who should fund it? How and by whom should it be overseen 
and regulated? The attempt to draft a national law on clinical trial regula- 
tion also raised these questions, and as of the time of this writing it was still 
proving to be a complicated and protracted process (Karunanayake 2012; 
Lang and Siribaddana 2012). 

The proposed regulatory act identified the Ministry of Finance as the key 
authority overseeing clinical trials instead of the Ministry of Health. This 
move—ostensibly a move from a health interest to a financial interest—was 
controversial in the eyes of many. Critics objected to the proposed legislation 
on the grounds that they had never seen a draft of the act so the majority of 
the scientific community could not stand behind it. The Sri Lankan Clini- 
cal Trials Sub-Committee of the National Medicines Regulatory Authority 
were so displeased about the Ministry of Finance becoming the authorizing 
body that they resigned over the disagreement. As they saw it, they could not 
approve of this linkage to a financially driven research culture. The proposals 
regarding which ministry should oversee clinical trials were subsequently 
withdrawn, and the Ministry of Health was reinstated. In 2012, the law was 
proposed to parliament, but its progress has stalled. As of 2017, there had 


been no further progress. 
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Controversies in science are rarely simple disputes about facts; often they repre- 
sent deeper contests over meaning, interpretation, and how these should be 
applied in practice (Collins 2014; Mazur 1975, 1981; Nelkin 1984; Nowotny and 
Hirsch 1980; Suryanarayanan and Kleinman 2013). In our third example, we 
consider another instance in which an international collaboration sparked pub- 
lic debate, resulting in a local reconfiguration of biomedical research and its 
ethics. The controversy initially grew out of a series of publications in The Lan- 
cet that each analyzed the same condition but reported very different results. 

In the making of scientific claims, a number of registers are brought into 
play. The journal articles in question reported on research into different ways 
of treating poisoning by oleander and organophosphates (a group of pesti- 
cides). Given the presumed scientific rigor of RCTs, a variety of questions 
are raised when different results are produced in relation to what is ostensi- 
bly the same phenomenon. Typically, these questions focus on experimental 
inaccuracies, differences in populations, and inadequacies in the way that the 
tools and technologies of the researcher’s trade have been used. However, by 
drawing attention to the socio-cultural contexts in which knowledge is made, 
we suggest that there might be something more going on here than research 
lacking in rigor. What this dispute highlighted is the way that local critiques 
of clinical trials activity become inflected with interests that are at once per- 
sonal and ethical as well as political and scientific. 

In the 1990s and 2000s, two significant research groups were working on 
poisoning in Sri Lanka. Each studied a range of poisons and how they are 
best dealt with. The researchers were, at times, working on the same condi- 
tions and substances. 

Oleander is a bushy tree that grows widely across Sri Lanka, and its 
flowers and fruit affect the heart’s functioning when ingested; oleander 
poisoning is lethal in up to 10 percent of cases (Eddleston et al. 1999). Pace- 
makers had been the accepted way to address the cardiac arrhythmias that 
follow acute oleander poisoning, but these devices were not always avail- 
able in the rural hospitals where these poisoning patients were likely to present 
(Eddleston et al. 2000). In 2000, a British doctor working in Sri Lanka and 
his group published an article that suggested that an antidote to oleander 
poisoning called antidigoxin fab could be an effective alternative to the use 


of pacemakers. 
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In 2003, another group published an article suggesting that activated char- 
coal was a cheaper and more efficient way of treating the heart problems 
caused by the ingestion of oleander (de Silva et al. 2003). Charcoal activated 
with oxygen to increase its surface area was believed to absorb the ingested 
poison effectively, enabling it to pass through the digestive system without 
being absorbed and thereby reducing its clinical effects. 

Meanwhile, the first group had a study in progress that suggested that 
treatment with activated charcoal was ineffective in preventing death due 
to organophosphates (pesticides) and yellow oleander (Eddleston et al. 
2008). The study, which was funded by the Wellcome Trust, was one of a 
number of high-profile collaborations between Oxford University in the 
United Kingdom and the University of Colombo in Sri Lanka. Both uni- 
versities had provided this study with ethics clearance. In 2003, while the 
trial was still in progress, its ethics were called into question, and contro- 
versy ensued. 

We interviewed the study’s principal investigator, and he described the 


background of the controversy: 


One day we found a statement in the medical notes of a patient that a clini- 
cian had come to see a patient whose bowels were not looking very good and 
the question was if the charcoal had caused an acute surgical abdomen. So 
he came to see the patient and wrote to the notes something along the lines 
of: “This patient is being poisoned by charcoal in an unethical clinical trial, 
and I’m not willing to take any responsibility because this patient is unethi- 
cally trialed. Pll be writing to the medical secretary in Colombo, to express 
my displeasure” . . . I was advised by Sri Lankan colleagues to sit it out. Un- 
fortunately, soon after, I was out of town in Colombo when it happened, I was 
called by one of my research staff at seven o'clock in the morning about a 


newspaper story about the study. 


It transpired that the incident with the patient had been reported in two lo- 
cal newspapers with the claim that the trial was killing patients with a “black 


chemical.” The principal investigator continued: 


I think the patient died about Saturday morning. By then, he had been in 
the hospital for 12 hours. Afterwards, the surgeon had gone to see the body 
with a judicial medical officer, the coroner, and a reporter, and they made 


the decision that I killed the patient and it should go to the newspapers . . . It 
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was published in the newspapers and the radio the next day. The coroner 
wrote to the hospital to say that you must stop this trial. Now, the coroner’s 
role, in my understanding, is to investigate what happened. If he feels that a 
police case has happened, he would appeal that case to the magistrate. Then 
the court of law will investigate the case and make the decision to arrest the 
doctor or whatever. But instead he wrote to the hospital and said that you 


must stop this trial, this trial is unethical. Killing patients. 


Following the newspaper reports, demonstrations against the trial were held 
near the hospital where the study was conducted.* Reported in the news- 
paper articles were the concerns of the participants’ relatives, who claimed 
that they had signed the consent form thinking they were consenting to treat- 
ment rather than research and that the patient had died because of the acti- 
vated charcoal he had received rather than the ingested poison. 

The principal investigator also explained that an issue further animating 
the controversy was the use of gastric lavage for poisoning patients. He ex- 
plained that this was not the standard recommendation in international toxi- 
cology guidelines, but it was nonetheless widely practiced in Sri Lanka. His 
assessment was that lavage was common because it was seen to be “doing 
something,” even though in many cases it proved to do more harm than good. 
For this reason, the principal investigator had opted not to perform lavage 
on the trial participants, which gave the families an impression of neglect— 
even though this was widely recognized as part of the “best available treat- 
ment” in such cases. 

After the furor over the death of the patient, several other sites where the 
study was conducted were still willing to continue the research. However, de- 
spite the attempts to reassure the public by explaining the therapeutic role of 
charcoal in organophosphate poisonings, the principal investigator said the 


credibility of the research had been badly damaged: 


The doctor who instigated the event went to the Government Medical Offi- 
cers’ Association [G.M.O.A] with a delegate to vouch the study to be halted. 
I got an overnight bus to Colombo, and by 8 a.m. I was sitting outside the 
secretary of health’s office. When he arrived, he said, “The G.M.O.A. sent a 
delegation to my office yesterday” and they said, “If you don’t stop this trial 
now we'll strike nationally.” And he said, “What can I say when they put 


something like that to me; you can’t compete.” 
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Faced with the possibility of the entire country’s clinical staff going on strike, 
the researcher stopped the trial. 

By the time Salla was working in Sri Lanka, the heat of the controversy 
had cooled. Nonetheless, the events had significant consequences for how trial 
sites were organized and particularly where new international collaborations 
were formed. Among the senior researchers it was said that “no white face 
should enter the trial site [where the controversy had taken place].” Although 
these comments were often made in jest, they were part of a more consid- 
ered policy decision on the part of the research group managers. It was felt 
that sending in foreign investigators for short visits could cause confusion over 
the leadership of the trial. It was also felt that this strategy would help effect 
a meaningful transition to local leadership of the trials. In line with this po- 
sition, also Salla’s requests to visit the hospital were politely put aside. The 
publicity surrounding the death of the trial participant had clearly left deep 
and abiding suspicions about international researchers in the institutional 
memory of the hospital where the trials had taken place. 

We attempted to look beyond the public furor by discussing it with some 
of the protagonists. Significantly, a key issue identified in the various attempts 
to explain the course of events was the social relations existing within and 
between the international research collaborations. Nobody thought that the 
ethical concerns raised about the trial in the press were the primary reason 
for the controversy. A view put forward by several doctors and researchers 
was that research ethics were not really behind the media frenzy, but rather 
the conflicts over scientific relationships between the groups in which the re- 
search was being conducted. 

A Sri Lankan researcher, who had worked in the hospital at the time 


when the events unfolded, reflected on the controversy as follows: 


I think it was about the seniors of the researchers. The seniors in two British 
universities didn’t get along. Collaboration happens basically because Sri 
Lankans travel abroad and make friendships; they have contacts which they 
bring back because of personal interests . . . I was a house officer [a junior doc- 
tor] at the time in the hospital where these studies were made and sort of in 
between the two teams. I got along with both sides but was told by the head 
of my research team, “You can co-operate with them, but you have to follow 
me,” basically. There had been tensions in research between these two groups, 


and they were competing. 
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The researcher suggested that the controversy around the death of the pa- 
tient went beyond the individuals involved and into the wider politics of in- 
ternational collaboration. Competition, rather than collaboration, seemed to 


be the primary driver for relationships: 


Sri Lankan researcher (SLR): People feel like they can’t trust each 
other—their feelings and ideas would be stolen, other people 
publish them first. Both the teams were working on similar 
things. Then when the results were published, one study was in 
favor and one was against. 

Salla Sariola (SS): How do you explain that? 

SLR: Well, I can’t, we can’t know which one is correct. I suppose we 
need a new study to see about that. 

SS: So science is getting in the way of human relationships. 


SLR: Yes, or human relationships are getting on the way of science! 


Several researchers made similar comments to the effect that competitive re- 
lationships were an impediment to collaborative knowledge production. As 
Bruno Latour (1982, 1993) would have it, research is not a “pure” emergence 
of facts but is deeply entangled in the circumstances that led to their investi- 
gation in the first place. In this process, the relationships between the people 
working on the research are not without relevance; rather, they play an impor- 
tant part in understanding the way in which the results of biomedical sci- 
ence are shaped and situated. As Brian Martin (2005) has argued, scientific 
evidence on its own can never resolve a scientific controversy—only people 
can. Martin has maintained that “evidence can always be disputed and the- 
ories are always open to revision, so disputes can persist so long as partici- 
pants are willing to pursue them” (Martin 2005, 38). 

In this case, new large grants and changes in leadership led to different 
organizational approaches to research and collaboration. A professor of clin- 
ical toxicology, who was appointed as the director, explained how to get 
collaboration right in this context where relations were fraught and can “get 


in the way of science”: 


So you know, if you start to look at clinical research you do have to work out 
who are the active, existing participants [in the field of research], who’s going 


to drive the bus, and who are the passengers. It’s very important for them to 
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get on the bus and understand where it’s going, even when you may not ex- 
pect very much out of them. And then those who are observers, and there 
are a lot of observers, they’re important as well. The observers are more like 
observers who happen to be observing you from the front of the bus, who you 
might end up figuratively driving over [if you're not careful]. Its worthwhile 
maintaining good collaborations rather than going to new hospitals with a 
lot of patients and having to establish new relationships there, because you 
have to deal with the complexity of people’s interpersonal relationships which 


can flip-flop around in this country. 


The director further suggested that to get research “right,” careful attention 
has to be given to social relations in the location of the research. He suggested 
that for successful collaboration at country level, one needs to know the power 
dynamics of the local research “field.” Not doing so is to generate the poten- 
tial for mistrust, fear, confusion, and competition. It might also encour- 
age power games and ethical malpractice; in extreme situations, it may put 
researchers at risk of harm. 

Yet carefully managed collaborations can result in warmer themes. Sev- 
eral years down the line from the controversy over the aborted poisoning trial, 
new channels for dialogue had opened up between the two groups. The re- 
framing of mutual interests led them to decide that it was better to merge 
their research interests, not the least because they were often bidding for the 
same sources of funding. In effect, with the changing of personnel, the con- 
flict was dissolved rather than resolved. 

Scandals and deep divisions are as common in the world of Sri Lankan 
biomedical research as they are anywhere. For researchers coming from out- 
side the country and its networks, it takes time to work out the existing rela- 
tionships. The aborted trial example shows just how volatile these relationships 
can be and how they can undermine research and lead to contested findings. 
Indeed, it appears that “ethics” plays a strategic role in such disputes—it is a 
means to other ends. Conducting ethical research in transnational settings is 
a complex business, and if shortcomings are identified, these can be used by 
others to water down the value and credibility of otherwise legitimate scien- 
tific practice. They can also be used as a means of distraction. The cry of 
“ethics malpractice,” it turns out, may have little to do with the protection of 
the participants, and more to do with the mutual positioning of different 


collaborative ventures both locally and internationally. 
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Bioethics and Controversy 


The history of bioethics is one of controversies. As scientific research in med- 
icine becomes more globalized and its methods travel, “it is to be expected 
that its controversies will also be globalised” (Martin 2008). The events we 
have described in this chapter make explicit how a growing engagement with 
biomedical research generates different visions of how this activity fits into 
the wider imaginaries of culture, economy, and nation. As analytic devices, 
these controversies throw light on what is at stake for different protagonists. 
Disputes over just what a national research culture should look like bring 
the different positions into the fore. 

Controversies make people reflect upon and rethink their positions, aspi- 
rations, and motivations with regards to collaboration, clinical trials, and bio- 
ethics. In scientometric measurements, research cultures are often spoken of 
as though they are fully harmonized national knowledge systems (e.g., Wag- 
ner 2008). However, what should be clear by now is that this simply is not 
the case—development through engagement with international biomedical 
science collaborations is complex and splintered. There is no single, common 
objective for international research collaboration. In Anna Tsing’s words, “in 
transnational collaborations overlapping but discrepant forms of cosmopoli- 
tanism may inform contributions allowing them to converse, but across 
difference” (Tsing 2004, 13). In the examples we have discussed in this 
chapter, conflicts arose from the fact that people had discrepant ideas about 
the relationship between good scientific conduct and the ethics by which it 
should be governed and guided. All this goes beyond any simple right or 
wrong way to conduct collaborative research. 

Differences in views about research and its regulation render the machin- 
ery of ethical governance differently visible both to the public and the dispu- 
tants (Martin and Richards 1995), After we had carried out fieldwork in Sri 
Lanka over a number of years, it became apparent that the world of interna- 
tional biomedical science collaborations is highly factionalized, with loyal- 
ties often based on intellectual pedigrees and underscored by networks in 
which kinship, ethnicity, and religion play important roles. When striking 
up international collaborative relationships, overseas partners are often un- 
aware of the complexity of the local landscape. When controversies erupt, 


matters of disagreement surpass individual opinions, and conflicts are used 
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to channel other registers of difference. In the controversies that we have de- 
scribed here, the stakes were often so high that attempts at tempered public 
debate had little impact. 

Thus, contrary to the presumption that there is a lack of research gover- 
nance in low-income countries, Sri Lanka demonstrates something of an ex- 
cess of competing authorities, formulations, and ideas of how regulation 
works and in whose interests. In short, there are different moral and politi- 
cal authorities in play when it comes to the legitimation of ethical review and 
oversight. The principles on which they rely draw their authority from dif- 
ferent regulatory regimes and ethical traditions, and they manifest in proce- 
dures that are far from harmonized in practice. This poses the all-important 
question: which voices prevail? 

The close connection between controversies in biomedical research, eth- 
ics, and power allows certain positions to become dominant over others. 
Those who have organizational and cultural capital are able to set up regu- 
latory structures that are conducive to their interests. In the absence of either 
a uniform governance structure or a law governing the conduct of clinical 
trials, there is scope for individuals or groups to fill that space with initia- 
tives that may look very similar to one another on the surface but are very 
different in practice. This fluidity can be a source of “underdevelopment,” 
with governance being compartmentalized and remaining incoherent. 

In the fractured governance landscapes we encountered, invocation of the 
ethical was often used as a means to criticize others. (As a human rights 
lawyer we interviewed once put it to us, “the law has failed, the constitution 
has failed, let’s give bioethics a try.”) Under the novel guise of concerns over 
bioethics, interests of a political and, indeed, a personal nature could be 
aired. Although expressed in the language of subject protection, promotion 
of justice, and the mitigation of inequality, relations on the ground were 
characterized by allegations of neocolonialism, unfair competition, and pla- 
giarism. In more serious cases, such allegations gave way to accusations of 
nepotism, corruption, “biopiracy,” and scientific fraud. In this power play, 
what ethics “is” matters less than what it can “do.” 

In the allegations of unethical research conduct that we have reported on 
here, a common theme is that one set of researchers stood to benefit in some 
way from making others look as though they had acted unethically or improp- 


erly. Science and bioethics collaborations are not simply about cooperation 
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but also provide platforms on which to fight other battles, gain scientific 
merit, and further careers. They are also important mechanisms for the de- 
velopment of normative structures and the emergence of new conceptual 
frameworks. The examples we have provided show that conventional ac- 
counts of the place of research in “development” and as “progress” fail to 
recognize the importance of these local conflicts and negotiations in render- 


ing new ideas and practices into the vernacular. 


Chapter 9 


RESEARCH AS DEVELOPMENT 


Unintended Consequences 


In this book, we set out to describe ethnographically the entanglement of 
biomedical research with a variety of development objectives in contemporary 
Sri Lanka. This entanglement has been seen to unfold at a variety of rela- 
tional scales, ranging from the personal through the institutional and into 
national and international arenas. The practices through which we explored 
the dynamics of biomedical research and development were those of clinical 
trials, collaboration, and bioethics. Methodological engagement with these 
practices has drawn attention to the manner of their assimilation into the 
Sri Lankan setting. By way of conclusion, we offer some further reflections 
on the relationships between these practices and the implications that this 
study has for biomedical research as development in other parts of the 


global south. 
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Bioethics is a distinctive and important thread woven into the global reach 
of biomedical experimentation involving humans, and it is no less so in 
the account we have given here. The lexicon of bioethics has been built around 
foundational concepts such as autonomy, dignity, respect, voluntarism, benefi- 
cence, and justice (Anderson and Steneck 2011; De Vries, Rott, and Paruchuri 
2011), and these terms feature in the cogitations surrounding engagement 
with clinical trials in Sri Lanka that we have developed here. As Renée Fox 
argued long ago, this lexicon gives bioethics a distinct orientation and ac- 
cords “paramount status to the value complex of individualism, underscor- 
ing the principles of individual rights, autonomy, self-determination, and 
their legal expression in the jurisprudential notion of privacy” (1990, 206). 
The development of this perspective reached a kind of florescence in the ap- 
proach referred to as “principlism.” Using the four cardinal points of justice, 
beneficence, non-maleficence, and autonomy, it was believed that bioethicists 
could navigate their way through the kinds of problems that progress in bio- 
medicine were increasingly throwing up (Beauchamp and Childress 1989). 
This formulation—“the Georgetown mantra,” as it became known—has 
been used widely. Indeed, one of the reasons we refer to it here, thirty years 
after it was brought into existence, is that it was still in use for teaching med- 
ical ethics in Sri Lanka at the time of our fieldwork. 

In the clinical trials assemblage, the conceptual architecture that has been 
drawn on has as its central tenets informed consent (what it is, how it might 
be meaningfully elicited, and how it might best be rendered “informed”); 
subject protection (how the aspirations of trialists might be balanced against 
the acceptable risks to participants); and questions of benefit (how much, to 
whom, and to what ends). In taking on the responsibility of performing a 
trial, conformity to the latest standards and directives is crucial. Moreover, 
these standards and directives are shaped by the deliberations of those who 
make up the ranks of bioethicists—philosophers, lawyers, doctors, and so- 
cial scientists working in collaboration with government and industry regu- 
lators. As most of these individuals tend to be drawn from countries in the 
global north, the conceptual underpinnings of bioethics are mostly consis- 
tent with those in play in those parts of the world. Clinical trial regulatory 


tools, such as the International Conference on Harmonization Good Clini- 
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cal Practice Guidelines (ICH-GCP), thus operate with considerable hege- 
monic force. This force is most readily apparent across sites in the global 
south where the conceptual and material infrastructures are least developed. 

The guidelines lay out “a more economical use of human, animal and ma- 
terial resources, and the elimination of unnecessary delay in the global de- 
velopment and availability of new medicines whilst maintaining safeguards 
on quality, safety and efficacy, and regulatory obligations to protect public 
health” (Dixon 1998). Yet bringing together a genealogy of universal human 
rights with commercial pharmaceutical research interests has raised suspi- 
cions about the role of ethical oversight in research (Abraham 2007; Abra- 
ham and Reed 2002). Is the work of oversight the handmaiden rather than 
the governor of trial activity? And does it perform a role that is essentially 
procedural, bureaucratic, and rule observing (Stark 2011)? Is there a space 
in which bioethics might operate that is not already hedged about with these 
parameters? 

As the field of expertise that sets out to understand the relationship be- 
tween Western biomedical knowledge and human value systems, bioethics 
covers a very wide terrain. However, given its particular genealogy, it is hardly 
surprising that bioethics brings about particular problems when it travels be- 
yond the human value system out of which it emerged. As we have demon- 
strated, the standardized, technical specifications underpinning the safe and 
ethical conduct of a trial are one thing, but just how these articulate with 
the domain of ethics as constituted in the local setting is quite another. Echo- 
ing Arthur Kleinman, we see people’s moral realities as being shaped by 
local experience whereas bioethics is “translocal”—that is, it is “a view from 
nowhere” rather than a view from somewhere (Kleinman 1995, 2006; also 
see Muller 1994). As Jessica Muller once put it, “rationalistic thinking and a 
deductive utilitarian orientation to problem solving provide an illusion of ob- 
jectivity and logic. Informed by the legacy of Cartesian duality, the analyti- 
cal style of bioethics contributes to a distancing of moral discourse from the 
complicated settings and interactions within which moral dilemmas are cul- 
turally constructed, negotiated and lived” (1994, 52). In contexts of poverty 
and underdevelopment, this point is of even greater consequence as it sits 
within the broader issues of injustice and abuses of power. Indeed, the con- 
ceptual infrastructure of bioethics that underpins the governance and regu- 


lation of clinical trials can operate as a device to convert collective local 
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concerns into ones that are individualized, procedural, and uncontentious. 
As we argue in the final section of this chapter, bioethics appears to be oper- 
ating rather like Ferguson’s notion of an anti-politics machine, in that it 
serves to draw parameters around what is and is not of actionable concern 
when operating in a low-income setting (Ferguson 1994). Before exploring 
this point further, however, we must square a particular circle. 

The quest for standardization, consistency, and universality in the use and 
meaning of terms and concepts is integral to the quest for a global bioethics. 
Yet the aspiration for a singularity of sorts must always confront a plurality 
of local visions. Attempts to square this particular circle have resulted in some 
acrimonious but nonetheless healthy debate around the status of local voices 
and sensitivities in the global bioethics assemblage (Bracanovic 2013, in re- 
sponse to Chattopadhyay and De Vries 2008; Chattopadhyay and De Vries 
2013; Ten Have and Gordijn 2011). One obvious conclusion to be drawn from 
these debates is that at the point of confluence between the global and local, 
there is work to be done regarding the management of “engaged universals” 
(Tsing 2004). Our contention here is that there ought to be better opportunities 
for voices from the global south to shape the terms of north-south engage- 
ments where biomedical research is concerned. 

In our account, we have tried to provide examples of how researchers in 
Sri Lanka became part of the global bioethics and clinical trials assemblages 
and did so by appropriating and reappropriating its ideas and practices in 
the day-to-day work of installing ethics committees, providing ethics train- 
ing, building clinical trials capacity, and introducing novel transactions such 
as informed consent procedures to be used in trials. These appropriations 
show that there is indeed a relationship between Kleinman’s “nowhere” and 
our “somewhere,” and furthermore that the distinction may, in any case, be 
of limited utility. The somewhere of an international clinical trial is, we 
would argue, increasingly evident in the “nowhere” of bioethics, as the plain 
facts of cultural diversity, ethnic pluralism, and structural inequality begin 
to reshape an apparently fixed and hegemonic conceptual architecture—or 
what we referred to in chapter 6 as science in mode 2”. To appreciate the im- 
portance of this point fully, we need to look more closely at the fabric of 
social and cultural interactions that make up the day-to-day running of a 


trial—the sociality of experimentation. 
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The chemist and philosopher Michael Polanyi went to great lengths in his 
explication of “personal knowledge” to argue that the making and valida- 
tion of knowledge cannot be understood as wholly distinct from the emo- 
tional and spiritual interiors of those whose task it is to create and validate 
such knowledge (Polanyi 1958). In turn, these interiors are shaped by the re- 
lationships that make up the social worlds in and out of which scientific 
practice evolves. Rather like Latour’s critique of the pure emergence of facts 
(1982, 1993), Polanyi’s treatise was a wide-ranging critique of what he saw as 
a “naive objectivism” that underpins the view that the only valid scientific 
knowledge is that which emerges out of methods that are demonstrably im- 
personal, explicit, and easily captured in textual representation. What Po- 
lanyi was seeking to highlight was not only the importance of the tacit and 
inarticulate dimensions of how we come to know but also the role of relation- 
ships, mutuality, and trust in scientific pursuit. All this he gathered together 
under the heading of “conviviality,” drawing attention to the continued em- 
beddedness of these vectors in scientific practice and what he referred to as 
“the civic coefficients of our intellectual passions” (Polanyi 1958, 217). 

For Polanyi, there was an important relationship between knowledge and 
organization; moreover, this relationship was one that should be culti- 
vated and preserved as the wellspring of creativity. Within this view, diver- 
sity and locality are necessarily integral to the scientific practice of individ- 
ual scientists. This is as true for multisite trials in Sri Lanka today as it was 
in the projects that Polanyi described. What we have tried to describe here 
are the nexuses that connect the “black box” of research activity (Hess 2001) 
with the wider social and political settings in which it is situated. Biomedi- 
cal research, particularly where multisite clinical trials are concerned, is car- 
ried out in diverse spaces and places, by people from a variety of social and 
cultural backgrounds. This variability adds a crucial element to Polanyi’s 
postulation concerning power and structural injustice in scientific knowl- 
edge production. Key to this move for us has been a focus on collaboration 
across multiple lines of difference. 

Throughout this work, we have treated collaboration as an emic concept, 
a term deployed widely to capture rhetorically the kind of relationships to 


which people aspire when they work together on joint research projects. We 
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have paid attention not just to the senior researchers and why they collabo- 
rate (Parker and Kingori 2016) but also to the junior and midlevel research- 
ers so that we can map out what they gain from being part of global research 
networks. In the context of cross-cultural collaborations, we extend Strath- 
ern’s notion that collaboration is not merely a practice but also operates as a 
value (Strathern 2011). As we argued in chapter 4, it is also a value that car- 
ries with it potentiality, in that it is at once strategic, forward-looking, and 
aspirational. Crucially, the move brings into focus the way that trialists, both 
Sri Lankan and expatriate, are able to use, often in ingenious ways, the human, 
intellectual, and material resources that are to hand to realize the potential- 
ity of collaboration. For these reasons, collaboration resonates strongly with 
the idea of development. In making a switch from the external form of clin- 
ical trials to their internal relations, we have been able to bring into focus 
the way that social and political values are reconfigured in the face of expert 
systems that originate in faraway places. 

This view of collaboration foregrounds local researchers as active and cre- 
ative participants in the exchange that is taking place. They are not simply 
on the receiving end in a hub-and-spoke model of biomedical research ac- 
tivity. Nor are they caught in a double-bind of gratitude and resentment— 
that is, reliant on and thankful for the attentions of the global north (for ex- 
ample, when in receipt of funding, infrastructure, personnel, or expert 
knowledge), yet resentful that this is always on and in another’s terms. In fact, 
there is no simple submission to the rationality of the randomized controlled 
trial (RCT) at all; crucially, we see evidence of conflict and creativity when 
it comes to making things work. The Sri Lankan collaborators we have in- 
troduced in this book were thus not mere recipients of external research ac- 
tivity and the development possibilities it might bring. The versions of the 
development processes they articulated to us revealed attempts to actively 
shape the process to fit local circumstances. As part of this engagement, there 
are efforts to remoralize the relationship with distant counterparts, and there 
is no simple, passive acceptance of the material and intellectual assistance on 
offer. For their part, the Western researchers seek to gain competence in the 
norms and values of far-flung worlds, but the reverse move is equally impor- 
tant. Efforts to acquire what might be thought of as conceptual and collab- 
orative fluency are in evidence when dealing with outside partners in the con- 


duct of international trials. 
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With this countermove, novel and emergent geographies of international 
collaboration merge with old ones, bringing new configurations to scientific 
and technological sociality. Drawing ethnographic attention to the “doing” 
rather than the “being done to” takes us onto the next conceptual conjunc- 


tion and a final reflection on the scope of bioethics. 


Collaboration and Bioethics 


In his critique of development, James Ferguson offered the notion of the 
“anti-politics machine” (Ferguson 1994). This image was meant to capture 
the ways in which development strategies, typically of the hub-and-spoke va- 
riety, proceed by suspending, obscuring, or defining as outside their scope 
the political concerns that are in fact central to those that the aid effort is 
intended to help. In the wake of development efforts, the effect of the ma- 
chine is to extend bureaucratic state power in line with external interests. Es- 
sential to the anti-politics machine, Ferguson argued, is the “less-developed 
country” as a foundational construction. We would suggest that in the ac- 
count we have developed here there are some useful parallels to be drawn 
with the way in which bioethics operates within the context of biomedical 
research collaborations. 

There is a similar definition of focus in which international interests are 
cast as inherently benevolent—but in ways that leave the broader political 
context of trialing and experimentation outside its scope. Regulatory frame- 
works, such as those available in the form of ICH-GCP guidelines, need to 
be in place for “ethical” research to happen. However, bioethics as it operates 
through a variety of practices and discourses is in its own way an anti-politics 
machine, recasting and thereby containing political questions as ethical ones. 
Likewise, there is, somewhere in the background, the construction of the 
“less-ethical country,” one that needs to be educated and brought into line 
with regard to the practice of bioethics, which continually emerges as a de- 
ficient capacity. There is, in short, an incommensurability between the 
reach of bioethics as this is actualized as part of the assemblage of the multi- 
site clinical trial on the one hand and, on the other, the landscape of political 
interests and concerns as they existed in Sri Lanka at the time of our re- 


search. In the changing relationship between markets, development, and 
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new scientific knowledge in the global south, what is encompassed and acted 
upon in the name of morality, humanism, justice, and, the case in point here, 
bioethics does not map straightforwardly onto local specificities. The ex- 
changes documented in chapter 8 revealed the practical and conceptual 
messiness of managing this incommensurability. They illuminated different 
articulations of power and the points of friction that arise when these are 
brought together. 

This move takes us away from the hub-and-spoke model of how ideas and 
practices are diffused globally, and we step into the more complex and con- 
flicted flow of concepts and resources that are needed to make a trial hap- 
pen outside the global north. In this flow are mixed desires that may not sit 
comfortably together: the protection of local populations may be one group’s 
primary objective whereas the facilitation of clinical trials may be another's. 
As we saw in chapter 8, the normative systems governing research ethics are 
ambivalent and contested, and they play into wider conflicts in which the no- 
tion of ethics might be used strategically to bring about desired ends outside 
of the trial per se. Such systems operate rather like the semiotician’s floating 
signifier—that is, they convey a greater sense of their concreteness than the 
things that they reference and are therefore capable of carrying multiple con- 
tradictions. 

Of relevance to the kind of analysis we have been trying to develop within 
this book, these contradictions do not only figure in the discourses of our in- 
terlocutors. We ourselves have struggled with questions of what makes trial 
activity ethical or unethical. We did not work in these trials in any sense as 
normative bioethicists, and neither did we set out to answer this question in 
quite the way a bioethicist would, but we also acknowledge that there are no 
“moral exteriorities” in a study such as this (Biruk 2017; Fassin 2008). The col- 
laborative ethnography we have undertaken situates us within the communi- 
ties we studied, so our end point cannot be any simple meta-wisdom distilled 
from the field of conflicts and contradictions in which we found ourselves. An 
ethnographic attention to detail begins to highlight how, within such a com- 
plex assemblage, our engagement made different significations become visible. 


By focusing on the way two different kinds of trials were set up and run—one 


for a joint pain treatment and the other for an antidote to paraquat—we go 
beyond scientific questions and the normative ethics that govern them. 
Our approach brings into view a wider field of ethical concerns such as 


the role of funders, access to medicines, choices of collaborative partners, en- 
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gagement with local regulatory infrastructures, and levels of health care 
provision locally. In this framing, ethics is emergent rather than given, a 
matter of politics rather than rule-based governance, and a feature of struc- 
tural inequality rather than cultural diversity. Whereas bioethics might op- 
erate as an anti-politics machine, the practice of collaboration appears to work 
in the opposite direction by rendering the parameters of bioethics potent, po- 
rous, and open to revision and reinterpretation. One of our main contribu- 
tions to ongoing discussions regarding the place of biomedical research within 
global projects of progress, modernization, and development has thus been 
to place those directly involved with effecting change back at the center of 
the analysis. Whereas the machine metaphor is apt to marginalize the mov- 
ers and shakers in the clinical trials assemblage, we have tried to give them 
voice and to understand their motivations. 

It has been our intention to describe from the ground up the rhetorics that 
are involved in getting one version of what is the ethical way to proceed to 
predominate over another. Reintroducing the actors who are often invisible— 
and drawing attention to the wrinkles and creases that are rendered flat, 
featureless, and peripheral in the global gaze of bioethics—is an important 
step because it takes us beyond the formality of ethical guidelines and their 
role in regulating research practice (described earlier) and into the tacit, day- 
to-day social relations that enable research processes to proceed in the first 
place (also as described earlier). In contemplating the relationship between 
collaboration and bioethics, we are thus extending ideas of what bioethics 
“does” to encompass a situated research ethics with collaboration at its 
core. This tactic looks beyond the normative framework of international 
collaborative research and reveals new and unexpected ways in which re- 
search operates as a form of development praxis that can transfigure rela- 
tionships, values, and ethics into something that they were not in the past. 
Change is incremental and disparate in its consequences rather than revolu- 
tionary and causally linear. 

In our attempts to characterize these processes, we have considered unin- 
tended consequences as well as intended ones. An image that has helped in 
this is that of the rhizome (cf. Choy et al. 2009). Unlike other images, this 
one suggests unpredictable and irregular formations rather than predeter- 
mined structures of growth and development. In this instance, local stipula- 
tions (made by the ethics committee) combined with the changing fortunes 


and strategic interests of the multinational company behind the Joint Pain 
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Trial meant that the excursion into clinical trials as a commercial venture 
never materialized. Lanka Trials failed to take off as a vehicle for global clin- 
ical trials. The expected narrative was one of success guaranteed by the 
backing of powerful multinational pharmaceutical interests rather than one 
of failure. Equally, the Paraquat Poisoning Trial did not show efficacy in re- 
ducing mortality and might also have been thought to be a failure. That said, 
it is commonplace for trials to fail, and this does not mean they were done 
badly or were in some sense “wrong.” As Ferguson commented when speak- 
ing of development, “what may be the most important about a development 
project is not so much what it does do but what it fails to do; it may be that 
its real importance in the end lies in the ‘side effects’” (Ferguson 1994, 254). 

Both trials failed to bring positive results in the pharmaceutical sense, but 
the more important point that we want to make is that changes in the sector 
of clinical research did occur, albeit not in the ways envisaged! In both in- 
stances, considerable capacity was built in terms of training, infrastructure, 
and the conceptual knowledge needed to conduct a multisite RCT. To re- 
turn to the cargo-cult analogy presented in chapter 6, the landing strip was 
carefully built by the local researchers even if the cargo never came. In each 
of the trials we followed, potentiality was never actualized in the ways that 
were predicted. Yet they were, in many respects, very successful failures. In 
terms of first-order development, they built human resources locally, inducted 
new recruits into the research assemblage, and created visibility for Sri Lankan 
researchers as motivated and capable of doing such research. It also embed- 
ded researchers from outside Sri Lanka into the local networks in new ways— 
as is evident, for example, in the evolution of the South Asian Clinical 
Toxicology Research Collaboration (SACTRC) beyond the period fol- 
lowed in this study. The Paraquat Poisoning Trial might not have shown 
efficacy in reducing mortality, but participants in the study did do better than 
those who were not involved due to the closer care that they received; the 
study also trained several junior researchers, who became doctors who un- 
derstood poisoning patients a little better; and the results persuaded agricul- 
tural policy makers to remove paraquat from the market. In second-order 
terms, the trials introduced and embedded conceptual shifts in practice and 
policy in relation to local thinking about the nature of human subject re- 
search, as discussed in chapter 5. 

From the perspective of research on clinical trials and collaboration, these 


are developments that took place over a considerable period of time. A shal- 


Research as Development 173 


low reading of clinical trials activity takes a view that sees researchers merely 
slicing into networks of connection for the duration of one trial. In so doing, 
such studies fail to account for how change takes place and why, and how 
there might be outcomes that cannot be second-guessed. The approach we 
have taken here reveals that “capacity” is not simply absent, as in the hub- 
and-spoke model, but present in multiple forms, which lead to development 
outcomes that are diverse and often unintended. After the trials have left 


town, many things are not quite as they were before. 


Notes 


1. International Collaborative Research in Biomedicine 


1. The International Science and Bioethics Collaborations project was funded by the 
U.K. Economic and Social Research Council (ESRC) grant number RES-062-23-0215. 
The project included ten anthropology researchers from Cambridge University, Dur- 
ham University, and Sussex University. Along with Sri Lanka, the researchers focused 
on India, the People’s Republic of China, Taiwan, and South Korea, investigating inter- 
national collaborations and stem cell research. 

2. The authors are introduced using their full names but thereafter will be referred 
to by their first name only. All other individuals who participated in the research are 
identified by their roles only to preserve their anonymity. We shared drafts of this book 
with the key research participants at various stages in its development. 

3. “Collaboration” in Collins English Dictionary (Glasgow: HarperCollins, 2018), 
https://www.collinsdictionary.com/dictionary/english/collaboration. 
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2. Collaboration in Context 


1. For example, see the details of the World Bank’s project “Sri Lanka: Health Sector 
Development” (Project ID: P050740, approval date: 2004; closing date: 2010), http:// 
projects.worldbank.org/P050740/health-sector-development?lang=en. 

2. Notwithstanding these trends, Sri Lanka is often cited as a nation that has been 
able to achieve improvements in the health of its population that are disproportionate to 
the state of the county’s economy (Nuffield Council on Bioethics 2002, 20). With health 
expenditures running at only 3 percent of the gross domestic product (compared with 
7.1 percent in Japan, and 5.2 percent in India), Sri Lanka still maintains a comparatively 
high level of life expectancy for the region (65 years for men and 73 years for women), 
and it also maintains a relatively high ratio of doctors and nurses to the general popula- 
tion (36.5 doctors and 102.7 nurses per 100,000 of the population). 

3. For example, Buddha is often compared to a physician diagnosing an illness and 
prescribing its cure. As the influential scholar-priest Walpola Rahula pointed out, “he 
is the wise and scientific doctor of the world [Bhisakka or Bhaisajya-guru|” (Rahula 
1978, 17). 

4. See the Institute for Research and Development’s site at http://www.ird.1k/. 

5. See NASTEC (2003). Also see the subsequent guidelines produced in the field 
of assisted reproductive technology (https://web.archive.org/web/20090604211953/http:// 
www.slmedc.lk/publications/AssistedReproductiveTechnologies.htm). 

6. See, for example, the International Collaboration Awards, an initiative launched by 
the U.K. Royal Society to promote international collaborative research (https://royalsociety 
.org/grants-schemes-awards/grants/international-collaborations/). Also see the Royal Soci- 
ety’s 2017 report on a survey of international collaboration and mobility, which shows a 
marked increase in such activity. 

7. The meeting took place at King’s College, London, in September 2009. 

8. ELSI first appeared as part of the work of the National Human Genome Research 
Institute (NHGRI) and was established in 1990 as an integral part of the Human Ge- 
nome Project (HGP). 


3. The Joint Pain Trial 


1. Clinical trials are experiments designed to evaluate drugs, devices, or medical proce- 
dures. Trials aim to produce replicable data about the effectiveness of different interven- 
tions before they are made available for commercial or other use. According to the WHO 
guidelines, there are normally four phases through which new chemical compounds must 
progress (WHO 1995). From one stage to the next, the dosage of the drugs and the num- 
ber of people exposed to the drug are gradually increased. Phase 1 clinical trials, other- 
wise known as “first in-human trials,” are performed using healthy individuals to identify 
preliminary evidence of safety. Phases 2 to 4 are often performed with patients who have 
the condition for which the drug is intended. Studies to reproduce drugs that are out of 
patent and have already been tested (so-called generics) use primarily healthy individuals 
to measure the absorption and efficacy of the tested drug as compared with an existing 
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one. Trials can also be performed on existing medicines approved for a new condition, to 
validate an existing clinical practice for which there is some evidence but not yet proved 
with an RCT, or in an attempt to find more effective combinations. Trials also can be 
conducted using new populations to access new markets. Finally, pharmaceutical compa- 
nies also use trials to extend their patents by creating new formulas (for example, develop- 
ing a drug in liquid rather than tablet form) to ensure a monopoly for the product and 
thereby avoid the risk of losing its patent to cheaper alternatives. 


5. Localizing Ethics 


1. We are grateful to Claudia Merli for pointing out an earlier genealogy of this dis- 
tinction that goes back to Heidegger, whose notion of being-in-the-world (dasein) was 
built on the idea of caring for others. 


6. Negotiating Collaborative Research 


1. Cargo cults was the term used to describe millenarian movements that sprang up 
across Papua New Guinea in the wake of contact with Westerners. Fascinated by the 
goods they brought [“cargo”], the people began to create conditions that would facilitate 
the arrival of future wealth and prosperity, such as making landing strips to encourage 
the arrival of aeroplanes (Burridge 1969). 


7. Precarious Ethics 


1. We do not wish to invoke the whole of Kristeva’s psychoanalytic project in the 
context of Sri Lankan society, but her conceptualization of the “abject” as being neither 
object nor subject has been helpful in developing the argument we put forward here. 

2. Decontamination of the stomach was often spoken of as gastric lavage and/or 
forced emesis. In practice this usually meant making patients drink water mixed with 
sodium bicarbonate to induce vomiting. Patients might also be subject to flushing the 
stomach with water or given activated charcoal or a combination of all of these. Despite 
the fact that the concepts were collapsed together like this, different practices have dif- 
fering consequences on the patients’ conditions—for example, vomiting with sodium 
bicarbonate is not recommended in international toxicology guidelines as it may tear 
the digestive track and actually make the toxins absorb faster. Therefore, clarity on what 
the clinical practice is, and should be, matters for the recovery of the patient. 


8. Strategic Ethics 


1. A contributor from Pakistan planned to attend but unfortunately had to cancel at 
the last minute due to family reasons. 
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2. Institute of Research and Development (http://www.ird.Ik). 

3. “Death of Patient in Kurunegala Hospital,” Lakdima, January 27, 2003. See also 
“Poisoned Patient in Critical Condition Dies Due to an Experimental Charcoal 
Treatment,” Lanka Deepa, January 28, 2003. 

4. “More on ‘Poison Plant Fuels Suicide,” The Island |Online Edition], April 17, 2006, 
http://w ww.island.1k/2006/04/17/opinion5.html. 
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